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2 

 

1. GENERAL 

1.1. These Articles of Association are an incorporation document of Limited Liability Company 

RDIF Corporate Center (hereinafter - the “Company”), established in accordance with the Civil 

Code of the Russian Federation, the Federal Law "On Limited Liability Companies" (hereinafter - the 

"Law") and other laws of the Russian Federation. 

1.2. Corporate name of the Company 

• Full corporate name of the Company in the Russian language is: Общество с 

ограниченной ответственностью «РФПИ Корпоративный центр»; 

• Short corporate name of the Company in the Russian language is: ООО «РФПИ 

Корпоративный центр»; 

• Full corporate name of the Company in the English language is: Limited Liability 

Company RDIF Corporate Center; 

• Short corporate name of the Company in the English language is: RDIF Corporate Center 

LLC. 

1.3. Location of the Company: Moscow. 

Address of the Company is specified in the Unified State Register of Legal Entities. 

1.4. The Company is a legal entity under the laws of the Russian Federation, owns separate property, 

has its own balance sheet, settlement and other accounts with banks. The Company may, in its own 

name, enter into contracts, acquire and exercise property and personal rights, assume obligations, and 

act as a plaintiff or a defendant in court. The Company has the status of a legal entity following its 

state registration subject to the established procedure. 

1.5. The Company is liable for its obligations with all the assets owned by it. The Company is liable 

for the obligations of its Founders (Participants). 

1.6. The Company was established for an indefinite period. 

1.7. In the ordinary course of business, the Company is governed by the legislation of the Russian 

Federation and these Articles. 

1.8. The Company has a seal with its full corporate name in Russian. The Company’s seal may also 

feature its name in the language of any ethnic groups inhabiting the Russian Federation, and/or in any 

foreign language. 

The Company may have stamps and letterheads bearing its corporate name, and may have its 

own logo, as well as a duly registered trademark and other means of individualization. 

1.9. The Company keeps a list of its Participants specifying details of each Company Participant, 

amount of his/its share in the Company’s Charter capital and payment thereof, as well as the size of 

shares held by the Company, dates of their transfer to the Company or purchase by the Company. 

The Company shall secure and keep the register of Company Participants in accordance with 

the Federal Law "On Limited Liability Companies" from the state registration of the Company. 

2. PURPOSE AND OBJECTIVES OF THE COMPANY 

2.1. The main objective of the Company is to make profit by combining intellectual, human and 

financial resources of its Founders (Participants) for economic activities, except for those, which are 

prohibited by the applicable law. 

2.2. The Company shall perform the following activities in the manner prescribed by the legislation 

of the Russian Federation: 

• Business and management consulting; 

• Accounting; 

• Management of holding companies; 

• Engineering surveys, engineering design, construction project management, performance of 

technical control in these areas; 

• Investments in securities; 

• Investments in charter capital, venture investment, including with the use of investment 

companies; 

• Granting loans. 
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3 

2.3. The Company's activity shall not be limited to the above activities. The Company may have the 

civil rights and assume the civil responsibilities necessary to engage in any type of activity not 

prohibited by the legislation and these Articles of Association. The Company may conduct any types 

of external economic activity, which do not contradict the existing legislation of the Russian 

Federation. 

2.4. The Company may engage in certain types of activity, as listed by specific federal law, on the 

basis of a special authorization (license). 

 

3. COMPANY FOUNDERS (PARTICIPANTS) 

3.1. Company Founders (Participants) shall not be liable for its obligations and shall bear the risk of 

losses associated with the Company’s activities to the extent of the value of their respective shares in 

the Company’s Charter capital. Those Company Participants whose shares represent, in aggregate, at 

least ten percent of the Company’s Charter capital shall be entitled to demand in court the exclusion 

from the Company of any Participant who grossly breaches its/his obligations or whose acts or 

omissions have made the activity of the Company impossible or substantially hinder the same. 

Those Participants who have not paid for their shares in full shall be jointly and severally liable 

for the obligations of the Company to the extent of the unpaid portion of their shares in the 

Company’s Charter capital. 

3.2. Company Participant shall be entitled to: 

• Participate in the management of the Company in the manner established by the Law and 

these Articles; 

• Receive information about the Company’s operations and have access to its books and 

records and other documents in the manner established by these Articles; 

• Participate in profit distribution; 

• Sell or otherwise alienate his/its share or a portion thereof in the Company’s Charter capital 

to one or more Participants of this Company or to third party; 

• Enter into a participants’ agreement; 

• Challenge decisions of the Company's bodies, entailing civil consequences in the cases and 

in the manner prescribed by the legislation of the Russian Federation; 

• Receive part of property, which remained after settlements with the creditors, or its cost in 

case of Company’s liquidation; 

• Company participants shall have other rights provided for by the effective legislation of the 

Russian Federation. 

3.3. Company Participants must: 

• Pay for their shares in the manner, amount and within the period prescribed by the Law and 

the Memorandum of Association of the Company; 

• Not disclose any confidential information about the Company’s operations; 

• Timely inform the Company on changes in the information about Participants, contained in 

the List of Participants of the Company; 

• Contribute to the Company's assets upon resolution of the General Meeting of the Company; 

• Company Participants shall incur other obligations provided for by the effective legislation 

of the Russian Federation. 

3.4. The share of the Company's Founder in the Company's Charter capital shall grant the right to 

vote both within the paid part and the unpaid part of the share. 

4. COMPANY'S CHARTER CAPITAL. COMPANY’S ASSETS 

4.1. The Charter capital of the Company consists of the nominal value of shares of its Participants 

and is 2 200 000 (Two million two hundred thousand) rubles. 

4.2. The payment of shares in the Company’s Charter capital may be made with money, securities, 

other things or property rights, or other rights having monetary value. The monetary value of 

contributions made in payment for shares in the Company's Charter capital shall be approved by a 

resolution of the Company’s General Meeting adopted by all Company Participants unanimously. 

4.3. A Company Participant shall be entitled to sell or otherwise alienate his/its share in the 

Company’s Charter capital or part thereof to one or more Participants of this Company. Such 
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transaction shall not require the consent of other Company Participants. The sale or other disposal of 

a share in the Company’s Charter capital or part thereof to any third parties is allowed. The share of a 

Company Participant may be disposed of before it is paid up only to the extent it has been paid up. 

4.4. The Company Participants shall have the preemptive right to purchase a share of Company 

Participant or part thereof at a price offered to third party pro rata to their shares in the Company. The 

Company shall have the preemptive right to purchase a share sold by a Company Participant or part 

thereof if other Participants of the Company did not exercise their preemptive right to purchase a 

share or part thereof. 

A Participant who intends to sell its/his share to third party must notify in writing other 

Company Participants and the Company by submitting to them (at its own costs) through the 

Company the relevant offer, which shall indicate the price and other conditions of the contemplated 

sale. 

The Company Participants may choose to exercise the preemptive right to purchase a share in 

the Company’s Charter capital or part thereof within 30 (Thirty) days of the date of receipt of the 

respective offer by the Company. 

The Company may exercise the preemptive right to purchase a share in the Company's Charter 

capital or part thereof within 7 (Seven) days from the date of expiry of the period established for the 

exercise of the preemptive right by Company Participants, or in case of refusal of all Company 

Participants to exercise such a right by notifying the Participants of acceptance of the offer. 

4.5. A transaction aimed at the disposal of a share or portion thereof in the Company's Charter capital 

shall be subject to notarization. Failure to comply with the notarial form of such transaction shall 

result in the invalidation thereof. Notarization shall not be required in cases provided for by the Law. 

Share in the Company's Charter capital or part thereof shall be transferred to the acquirer 

thereof from the date the respective entry is made in the Unified State Register of Legal Entities, 

except for the cases provided for by the Law. 

4.6. The shares in the Company’s Charter Capital shall be transferred to the inheritors of the citizens 

and their legal successors of the legal entities, being the Company Participants. 

4.7. In the event of the sale of a share in the Company's Charter capital or part thereof by public 

tender, the Company Participant’s rights and obligations in respect of such share or part thereof shall 

be transferred with the consent of Company Participants. 

4.8. Company Participants shall, by resolution of the Company's General Meeting, make 

contributions to the assets of the Company. Contributions to the Company's assets may be made by all 

Company Participants disproportionately to their shares. The procedure for determining the amount 

of contributions to the Company's assets, made disproportionately to the shares of the Company 

Participants, is determined by the decision of the General Meeting of the Company Participant. 

Contributions to the Company's assets shall be made in cash, unless otherwise provided by the 

decision of the General Meeting of the Company Participant. 

4.9. The Company’s Charter capital may be increased only after it has been paid in full for account of 

the Company’s assets, and (or) for account of additional contributions of Company Participants, and 

(or) contributions of third parties admitted to the Company. 

4.10. The Company may and in cases provided for by the Law must reduce its Charter capital. 

4.11. The Company may have a reserve and other funds in accordance with the Russian legislation. 

5. BRANCHES AND REPRESENTATIVE OFFICES 

5.1. The Company may establish branches and open representative offices both on the territory of the 

Russian Federation and abroad upon resolution of the General Meeting of the Company made by at 

least two-thirds’ majority vote of the total number of votes held by Company Participants. 

The establishment of branches and the opening of representative offices by the Company 

outside the Russian Federation shall be also carried out in accordance with the legislation of the 

foreign country where such branches or representative offices are located, unless otherwise stipulated 

by an international treaty of the Russian Federation. 

5.2. Company’s branches and representative offices shall not be considered as legal entities and shall 

operate by virtue of regulations approved by the Company. The Company shall allocate assets to its 

branches and representative offices. 
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5.3. The managers of branches and representative offices shall be appointed by the Company and 

shall act on the basis of a power of attorney issued by the Company. 

5.4. Branches or representative offices shall carry out activity on behalf of the Company. The 

Company having established the branch or representative office shall incur liability for them. 

6. SUBSIDIARIES 

6.1. The Company shall be deemed a subsidiary if another (i.e. parent) business 

company/partnership has the ability to determine decisions taken by such company by virtue of its 

predominant participation in the Charter capital of the company, or in accordance with an agreement 

therewith, or otherwise. 

6.2. The subsidiary shall not be liable for the debts of the Company. 

6.3. The parent company/partnership shall be jointly and severally liable with the subsidiary for 

transactions concluded by the latter pursuant to such orders or with the consent of the parent 

partnership or company, except for the cases when the parent partnership or company votes to 

approve the transaction at the General Meeting of the subsidiary as well as when the governing body 

of the parent partnership/company approves the transaction, if such approval is provided for by the 

articles of association of the subsidiary and (or) the parent company. 

6.4. In the event of the bankruptcy of the subsidiary through the fault of the parent company, the 

latter shall be vicariously liable for the subsidiary's debts. 

6.5. Subsidiary’s members (shareholders) may seek damages incurred by the subsidiary due to the 

parent partnership's/company's action or omission. 

7. COMPANY'S MANAGEMENT 

7.1. The Company’s governing bodies are: 

• The General Meeting of the Company Participants; 

• The Company's sole executive body (the General Director). 

7.2. The General Meeting shall be the supreme governing body of the Company. 

7.3. The competence of the General Meeting shall include the following issues: 

• to amend the Company’s Articles of Association, including the change of the amount of the 

Company’s Charter capital; 

• to resolve on the Company’s reorganization or liquidation; 

• to set guidelines for the Company’s activities and deciding on its participation in 

associations and other unions of commercial organizations; 

• to elect and dismiss the Company’s audit commission (internal auditor); 

• to elect and dismiss the Company’s General Director, approve the terms of contract 

(supplementary agreements) with the General Director of the Company; to resolve on the 

transfer of powers of the sole executive body to the manager, approve such a manager and 

the terms of contract with him/it; 

• to decide on the approval of major transactions in cases stipulated by the Law, as well as to 

decide on the approval of transactions submitted for consideration by the General Meeting 

of Participants by the sole executive body of the Company;  

• to approve annual reports and annual accounting balance sheets; 

• to resolve on the distribution of the Company’s net profits between Company Participants; 

• to approve (adopt) documents governing the Company’s internal affairs (the Company’s 

internal regulations); 

• to resolve on the Company’s placement of bonds and other issuable securities; 

• to arrange an external audit, approve an auditor and determine the amount of compensation 

payable to the external auditor; 

• to appoint a liquidation commission (liquidator) and approve liquidation balance sheets; 

• other issues provided for by the current legislation of the Russian Federation. Issues 

reserved to the General Meeting of the Company cannot be transferred to the resolution by the 

Company's executive body, except in cases provided for by the current legislation of the 

Russian Federation. 
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7.4. Resolutions on the matters specified in clause 7.3 hereof shall be taken by at least two-thirds’ 

majority vote of the total number of votes held by Company Participants, unless a greater majority 

vote for such resolutions is required by the law of Company’s Articles of Association. 

7.5. 7.5. The provisions of Article 45 “Interest in the conclusion of a transaction by the company” of 

the Law shall not apply to the Company. 

7.6. If the Company has a single Participant, resolutions on the issues falling within the competence 

of the Company’s General Meeting shall be passed by the Participant solely and executed in writing. 

7.7. An ordinary General Meeting shall be called once a year not earlier than two months and not 

later than four months after the end of the financial year. 

7.8. A resolution to convene annual and extraordinary General Meetings shall be taken by the 

Company's General Director. The Company's General Director shall approve an agenda and organize 

the preparations for the General Meetings. The Company's General Director shall notify Company 

Participants of the date and venue of the General Meeting, agenda, make Participants aware of the 

documents and materials submitted to the General Meeting and take other necessary actions. 

7.9. The ordinary General Meeting shall approve the annual results of the Company's activities and 

shall address issues of profit distribution and may consider the election of the General Director and 

other issues. 

7.10. The body or persons convening extraordinary General Meeting of the Company shall, not later 

than 10 days before the meeting, notify each Company Participant thereof by registered mail with 

acknowledgment of receipt or by sending a fax or telegram to the address specified in the list of 

Company Participants. The notice shall specify the date, the venue and agenda of extraordinary 

General Meeting. 

7.11. Extraordinary General Meetings may be also called by Company Participants representing, in 

aggregate, at least one-tenth of the total number of votes held by Company Participants. 

7.12. The adoption of resolution by the General Meeting of the Company and Company Participants 

who were present when this resolution was taken shall be confirmed by the Minutes of the General 

Meeting signed by all Company Participants in attendance, unless other provided for by resolution of 

the Company's General Meeting taken unanimously by Company Participants. 

If the General Meeting is held by poll (absentee voting), resolutions and Company Participants, 

who took part in the voting shall be confirmed by the Minutes of the General Meeting signed by the 

General Director, attaching the documents of Company Participants, evidencing their participation in 

the voting received by the Company by mail, telegraph, teletype, telephone, electronic or other means 

of communication which ensure the authenticity of the messages transmitted and received and 

provide for a documented record of such messages. 

8. GENERAL DIRECTOR OF THE COMPANY 

8.1. The Company's General Director shall be the sole executive body elected by the General 

Meeting. The term of office of the General Director shall be determined by resolution of the 

Company's General Meeting, but may not exceed 5 years. The General Director may be re-elected 

unlimited number of times. 

8.2. The General Director shall carry out the day-to-day management of the Company and shall be 

accountable to the General Meeting. 

8.3. The General Director of the Company shall, within its competence: 

• act on behalf of the Company without a power of attorney, represent the Company and 

make transactions; 

• issue powers of attorney for the right to represent the Company, including the power of 

attorney with power of substitution; 

• carry out operational management of the Company, ensure that resolutions of the General 

Meeting are complied with; 

• dispose of the Company's assets to the extent permitted by these Articles and applicable law 

of the Russian Federation; 

• make transactions on behalf of the Company except for cases stipulated by the Law and the 

Company's Articles, 
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• determine the composition and volume of information constituting trade secret of the 

Company, as well as the procedure for its protection in the interests of the Company. 

• approve the rules, procedures and other internal regulations of the Company, determine the 

Company's organizational structure, composition and status of departments and services, 

except for the documents approved by the General Meeting; 

• approve the list of staff of the Company, its branches and representative offices; 

hire and dismiss employees and, in particular, appoint and dismiss his deputies, chief 

accountant, heads of departments, branches and representative offices; 

• open settlement, currency and other accounts of the Company with banks; 

• procure that reports are submitted to the tax authorities; 

• arrange accounting and reporting, preparation and presentation of the annual report, 

balance sheet, profit and loss account and profit distribution procedure for approval to the 

General Meeting; approve agenda of the General Meeting; 

• ensure the preparation and holding of the General Meetings; 

resolve on other issues on preparation and holding of the General Meeting; 

• provide organizational and technical support to the General Meeting, the Audit 

Commission (Auditor) of the Company. 

8.4. In case of transfer of authority of the sole executive body to the manager / management 

company, the provisions of these Articles governing the operation of the Company's sole executive 

body, as well as the term "General Director" shall apply to the manager / management company. 

9. COMPANY'S ACCOUNTING AND REPORTING 

9.1. Accounting and reporting of the Company shall be carried out in accordance with the rules 

established by the legislation of the Russian Federation. 

9.2. The first operational (financial) year of the Company shall begin from the date of state 

registration of the Company and shall end on December 31, subsequent financial years shall 

correspond to calendar years. 

10. PROFIT DISTRIBUTION AMONG COMPANY PARTICIPANTS 

10.1. The Company shall be entitled to resolve on the distribution of its net profit among Company 

Participants quarterly, twice a year or annually. The portion of the Company’s net profits to be 

distributed among Company Participants shall be determined by a resolution of the Company’s 

General Meeting, 

10.2. The portion of Company’s profits to be distributed among Company Participants may be 

distributed pro rata and disproportionately to Participants shares in the Company’s Charter capital. 

The procedure for distributing part of the profit is determined by the Participants in the relevant 

decision adopted by the General Meeting of the Company Participants. 

10.3. The Company may resolve on distribution of profits among Company Participants and pay 

profits to Company Participants, the resolution to distribute which among Company Participants was 

made, subject to the restrictions established by the Law. 

10.4. Terms and method of payment of portion of the Company's distributed profits shall be 

determined by resolution of the Company's General Meeting on the distribution of profits among 

Participants. The time limit for payment of portion of the Company's distributed profits shall not 

exceed sixty (60) days from the date of the resolution on profit distribution among Company 

Participants. 

11. REORGANIZATION OF THE COMPANY 

11.1. The Company may be reorganized voluntarily in accordance with the procedure provided for 

by the laws of the Russian Federation. The Company may be reorganized by consolidation, merger, 

split-up, split-off or transformation. The Company may be reorganized through a combination of 

various forms of reorganization provided for by this Clause. Other grounds and the procedure of 

reorganization shall be determined by the Civil Code of the Russian Federation and regulations. 

11.2. Reorganization of the Company shall be as determined by the effective legislation of the 

Russian Federation. 
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11.3. Aside from instances of reorganization in the form of merger, the Company shall be deemed 

reorganized as of the moment of the state registration of the newly established legal entity/entities. In 

the event of the Company's reorganization by way of merger with another company, the Company 

shall be deemed reorganized as of the moment the state registration authority makes an entry on the 

winding-up of the acceded company in the Unified State Register of Legal Entities. 

12. LIQUIDATION OF THE COMPANY 

12.1. Company's liquidation shall entail its termination without transfer by universal succession of its 

rights and obligations to other persons. 

12.2. The Company may be liquidated in the following cases:  

• upon resolution of the Company's General Meeting taken unanimously; 

• upon court judgment in the cases stipulated by the current legislation; 

• if the Company is recognized to be insolvent (bankrupt); 

12.3. Company's liquidation shall be carried out by the liquidation commission (liquidator). In case of 

a voluntary liquidation of the Company, the liquidation commission (liquidator) shall be appointed by 

the General Meeting, in case of compulsory winding-up - the commission shall be appointed by court. 

12.4. As of the moment of its appointment, the liquidation commission shall assume all of the powers 

to manage the affairs of the Company. The liquidation commission (liquidator) shall appear in court 

on behalf of the Company. 

12.5. The Company shall be liquidated in accordance with the procedure prescribed by the Civil Code 

of the Russian Federation and other federal laws. 

12.6. Term of liquidation of the Company shall be set by its Participants in the decision on the 

liquidation of the Company. 

13. PROVISION OF INFORMATION 

13.1. The documents, stored in the Company, shall be presented by the Company within five (5) days 

from the date of presentation of the appropriate request by Participant for familiarization in the office 

of the executive body of the Company. 

14. KEEPING OF COMPANY DOCUMENTS 

14.1. The Company shall keep the following documents: resolution on Company’s incorporation, 

Company’s Articles of Association as well as duly registered amendments thereto; minutes of 

Company’s Founders containing the resolution on Company’s incorporation, as well as other 

resolutions connected with the incorporation of the Company; documents confirming the Company's 

rights to the assets kept on its balance sheet; internal regulations of the Company; regulations of 

branches and representative offices of the Company; decision on the issue (additional issue) of 

securities, changes to the decision on the issue (additional issue) of securities, report on the results of 

the issue (additional issue) of securities, notification of the results of the issue (additional issue) 

securities; minutes of the General Meetings of the Company and Audit Commission (Internal 

Auditor) of the Company, lists of affiliates of the Company; judicial decisions on disputes related to 

the creation of the Company, its management or participation in it, as well as judicial acts on such 

disputes, including the ruling on the initiation of proceedings by the arbitration court and the adoption 

of the statement of claim or the change of the basis or subject of the previously filed claim ; contracts 

(unilateral transactions), which are large transactions; other documents provided for by the Law. 

14.2. The Company shall keep the documents at the offices of its sole executive body or at another 

location known and accessible to Company Participants. 

Upon Company's cessation of business and in case of its reorganization, all the documents 

(managerial, financial and economic, personnel, etc.) shall be transferred to the legal successor in 

accordance with the established rules. 
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Russian Federation 

In the city of Moscow 

On the six day of August two thousand nineteen 

 I, Baklanova Valentina Olegovna, Notary Public in the city of Moscow, confirm that the 

content of the document prepared by me on paper is identical to the content of the electronic document 

submitted to me.  

 The qualified electronic signature of the person who signed the electronic document submitted 

to me has been verified, and it was confirmed that the signature was made by the applicant. 

 This document on paper is equivalent to the electronic document submitted to me and has the 

same legal effect. 

 

Registration No. 77/714-н/77-2019-1-2332. 

 

State duty charged (as per tariff): 400 Rubles 00 Kopecks 

Fee charged for legal and technical work: 800 Rubles 00 Kopecks 

L.S.  /signed/   V.O. Baklanova 

 

/Official seal:/ 

V.O. Baklanova, Notary Public, Notarial District of the city of Moscow 

 

 

/Stamp:/ 

Stitched, numbered and sealed are eight (8) sheets. 

 /signed/   V.O. Baklanova 

 

/Official seal:/ 

V.O. Baklanova, Notary Public, Notarial District of the city of Moscow 
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RESOLUTION No _2_ 

Of the sole participant 

of the Limited liability company "Sputnik" 

(hereinafter referred to as the "Company") 

Moscow city  September, 24 2020 

The Limited Liability Company "RDIF Asset management", represented by its General Director of the 

Management company - the Limited Liability Company "RDIF Corporate Centre" Chistyakov Alexander 

Leonidovich, acting on the basis of the Charter  (hereinafter referred to as the "Sole Founder"), hereby 

makes the following resolution:  

 

1. To change to name of the Company: 

- full name of the Company in the Russian language:  Общество с ограниченной 

ответственностью “Вакцина человека”; 

- short name of the Company in the Russian language: ООО “Вакцина человека”; 

- full name of the Company in the English language: Limited Liability Company Human Vaccine; 

- short name of the Company in the English language: Human Vaccine LLC. 

 

2. The Charter of the Company shall be approved in the new edition (Edition No 2)  

 

 

Taking of these resolutions by the Sole participant of the Company is confirmed by signing of the Resolution 

by the Sole participant of the Company. 

 

On behalf of the Limited Liability Company 

«RDIF Asset management» 

 

 

 

 

 

 

 

 

 

 

                       /signature/ 

__________________________________ 

Chistyakov Alexander Leonidovich 

 round stamp: 

/*RDIF Аsset management* 

OGRN 513774609881 

TIN 7703800973 

Moscow 

LIMITED LIABILITY COMPANY 
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Перевод с русского языка на английский язык 
Translation from Russian into English 

 
RESOLUTION 

of the Sole Founder of  
Limited Liability Company Sputnik 

(hereinafter — "the Company") 

city of Moscow August 31, 2020 

Limited Liability Company RDIF Asset Management, represented by Chistyakov Alexander Leonidovich, 
General Director of the management company - Limited Liability Company RDIF Corporate Center, acting on 
the basis of the Articles of Association (hereinafter - the "Sole Founder"), resolves the following:   
1. To establish Limited Liability Company Sputnik on the territory of the Russian Federation in the city of 

Moscow. 
2. To approve the name of the Company: 

- full corporate name of the Company in Russian:  Общество с ограниченной 
ответственностью «Спутник»; 

- abbreviated corporate name of the Company in Russian: ООО «Спутник»; 
- full corporate name of the Company in English: Limited Liability Company Sputnik; 
- abbreviated corporate name of the Company in English: Sputnik LLC. 

3. To determine the location of the Company: Russian Federation, city of Moscow. 
4. To approve the Articles of Association of the Company. 
5. To approve the authorized capital of the Company in the amount of 250,000 (Two hundred fifty 

thousand) rubles and to distribute the share of 100% of the authorized capital of the Company with a 
nominal value of 250,000 (Two hundred fifty thousand) rubles in favor of the Sole Founder. 
The Sole Founder shall pay 250,000 (Two hundred and fifty thousand) rubles for the share 
corresponding to 100% of the authorized capital of the Company by depositing funds into the settlement 
account of the Company within four months after its state registration. 

6. In accordance with Article 42 of the Federal Law "On Limited Liability Companies", to delegate the 
powers of the sole executive body of the Company  under a contract to the management company - 
Limited Liability Company RDIF Corporate Center  (PSRN 1147746718294, TIN 7703812922) for a 
period of 5 (five) years from the date of state registration of the Company. To establish the procedure 
for the activities of the management company and its decision-making in accordance with the Articles 
of Association of the Company, the provisions of the internal documents of Company, the legislation of 
the Russian Federation, as well as the contract concluded between the Company and the management 
company. To authorize Chistyakov Alexander Leonidovich to sign a contract with the management 
company on behalf of the Company. 

The adoption of these decisions by the Sole Founder of the Company shall be confirmed by the signing of the 
resolution by the Sole Founder of the Company. 

For Limited Liability Company 
RDIF Asset Management /signed/ 

Chistyakov Alexander Leonidovich 

/Seal:/ Limited Liability Company, Moscow 
RDIF Asset Management 
PSRN 5137746098815, TIN 7703800973 
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Safety and efficacy of an rAd26 and rAd5 vector-based 
heterologous prime-boost COVID-19 vaccine: an interim 
analysis of a randomised controlled phase 3 trial in Russia
Denis Y Logunov*, Inna V Dolzhikova*, Dmitry V Shcheblyakov, Amir I Tukhvatulin, Olga V Zubkova, Alina S Dzharullaeva, Anna V Kovyrshina, 
Nadezhda L Lubenets, Daria M Grousova, Alina S Erokhova, Andrei G Botikov, Fatima M Izhaeva, Olga Popova, Tatiana A Ozharovskaya, 
Ilias B Esmagambetov, Irina A Favorskaya, Denis I Zrelkin, Daria V Voronina, Dmitry N Shcherbinin, Alexander S Semikhin, Yana V Simakova, 
Elizaveta A Tokarskaya, Daria A Egorova, Maksim M Shmarov, Natalia A Nikitenko, Vladimir A Gushchin, Elena A Smolyarchuk, 
Sergey K Zyryanov, Sergei V Borisevich, Boris S Naroditsky, Alexander L Gintsburg, and the Gam-COVID-Vac Vaccine Trial Group†

Summary
Background A heterologous recombinant adenovirus (rAd)-based vaccine, Gam-COVID-Vac (Sputnik V), showed a 
good safety profile and induced strong humoral and cellular immune responses in participants in phase 1/2 clinical 
trials. Here, we report preliminary results on the efficacy and safety of Gam-COVID-Vac from the interim analysis of 
this phase 3 trial.

Methods We did a randomised, double-blind, placebo-controlled, phase 3 trial at 25 hospitals and polyclinics in 
Moscow, Russia. We included participants aged at least 18 years, with negative SARS-CoV-2 PCR and IgG and 
IgM tests, no infectious diseases in the 14 days before enrolment, and no other vaccinations in the 30 days before 
enrolment. Participants were randomly assigned (3:1) to receive vaccine or placebo, with stratification by age group. 
Investigators, participants, and all study staff were masked to group assignment. The vaccine was administered 
(0·5 mL/dose) intramuscularly in a prime-boost regimen: a 21-day interval between the first dose (rAd26) and the 
second dose (rAd5), both vectors carrying the gene for the full-length SARS-CoV-2 glycoprotein S. The primary 
outcome was the proportion of participants with PCR-confirmed COVID-19 from day 21 after receiving the first dose. 
All analyses excluded participants with protocol violations: the primary outcome was assessed in participants who had 
received two doses of vaccine or placebo, serious adverse events were assessed in all participants who had received at 
least one dose at the time of database lock, and rare adverse events were assessed in all participants who had received 
two doses and for whom all available data were verified in the case report form at the time of database lock. The trial 
is registered at ClinicalTrials.gov (NCT04530396).

Findings Between Sept 7 and Nov 24, 2020, 21 977 adults were randomly assigned to the vaccine group (n=16 501) or 
the placebo group (n=5476). 19 866 received two doses of vaccine or placebo and were included in the primary outcome 
analysis. From 21 days after the first dose of vaccine (the day of dose 2), 16 (0·1%) of 14 964 participants in the vaccine 
group and 62 (1·3%) of 4902 in the placebo group were confirmed to have COVID-19; vaccine efficacy was 91·6% 
(95% CI 85·6–95·2). Most reported adverse events were grade 1 (7485 [94·0%] of 7966 total events). 45 (0·3%) of 
16 427 participants in the vaccine group and 23 (0·4%) of 5435 participants in the placebo group had serious adverse 
events; none were considered associated with vaccination, with confirmation from the independent data monitoring 
committee. Four deaths were reported during the study (three [<0·1%] of 16 427 participants in the vaccine group and 
one [<0·1%] of 5435 participants in the placebo group), none of which were considered related to the vaccine.

Interpretation This interim analysis of the phase 3 trial of Gam-COVID-Vac showed 91·6% efficacy against COVID-19 
and was well tolerated in a large cohort.

Funding Moscow City Health Department, Russian Direct Investment Fund, and Sberbank.

Copyright © 2021 Elsevier Ltd. All rights reserved.

Introduction
The COVID-19 pandemic has led to more than 
98 million confirmed cases and more than 2 million deaths 
(at the time of publication). There are a few provisionally 
licensed vaccines against COVID-19, and global efforts 
are focusing on developing safe and efficacious vaccines 
for COVID-19 prevention. According to the WHO draft 
landscape of COVID-19 candidate vaccines,1 64 candidates 

are in clinical assessment (including 13 at phase 3) 
and 173 are in preclinical analyses. The phase 3 vaccine 
candidates include a variety of vaccine platforms: vector 
vaccines (Gamaleya National Research Centre for 
Epidemiology and Microbiology [NRCEM; this study], 
University of Oxford/AstraZeneca,2 CanSino Biological 
Inc/Beijing Institute of Biotechnology, and Janssen 
Pharmaceutical Companies), mRNA-based vaccines 
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(Moderna/National Institute of Allergy and Infectious 
Diseases3 and BioNTech/Fosun Pharma/Pfizer4), inac
tivated vaccines (SinoVac, Wuhan Institute of Biological 
Products/Sinopharm, Beijing Institute of Biological 
Products/Sinopharm, and Bharat Biotech), and adjuvanted 
recombinant protein nanoparticles (Novavax).

The safety of adenoviral vector vaccines has been exten
sively studied, and adenoviral vector-based therapeutic 
drugs are used in clinical practice.5–7 Adenoviral vector-
delivered antigens are known to induce both cellular and 
humoral immunity after a single immunisation, allowing 
their use as an emergency prophylaxis tool in a pan
demic. Furthermore, the use of two immunisations gives 
a durable and long-lasting immune response.8,9 These 
characteristics make recombinant replication-deficient 
adenovirus (rAd)-based vaccines suitable candidates for 
the WHO target product profiles for long-term protection 
of people at high risk of COVID-19 in outbreak settings 
because they stimulate rapid onset of protective immunity. 
Although adenoviral vectors might induce immune 
responses against vector components and attenuate 
antigen-induced responses, prime-boost heterologous 
vaccination with two different vectors allows minimisation 
of this effect.9–11 Thus, the most effective approach for 
generating a powerful and long-lasting immune response 
that does not depend on the presence of a pre-existing 
immune response to the vector is the heterologous prime-
boost vaccination approach. We used this approach when 
developing a vaccine for the prevention of COVID-19.

Gam-COVID-Vac is a combined vector vaccine, 
based on rAd type 26 (rAd26) and rAd type 5 (rAd5)—
both of which carry the gene for SARS-CoV-2 full-length 
glycoprotein S (rAd26-S and rAd5-S). rAd26-S and 
rAd5-S are administered intramuscularly separately with 
a 21-day interval. The phase 1/2 clinical trials of the 

vaccine were completed in August, 2020.12 The results 
showed that the vaccine was well tolerated and highly 
immunogenic in healthy participants. As a result, the 
vaccine candidate was provisionally approved in Russia 
according to national legislation. Such registration allows 
the vaccine to be used in high-risk groups, with enhanced 
pharmacovigilance, while a post-marketing efficacy study 
is conducted. Here, we present preliminary efficacy and 
safety results of a phase 3 multicentre study using 
Gam-COVID-Vac in adults, with subanalysis of adults 
older than 60 years.

Methods
Study design and participants
This is a randomised, double-blind, placebo-controlled, 
multicentre, phase 3 trial to assess efficacy, immuno
genicity, and safety of the Gam-COVID-Vac combined 
vector vaccine against SARS-CoV-2-induced COVID-19 in 
adults, done at 25 hospitals and polyclinics in Moscow, 
Russia (appendix pp 14–15). Only sites accredited by the 
Ministry of Health of the Russian Federation for the 
conduct of clinical research were approved for participation. 
The trial protocol was reviewed and approved by appropriate 
competent authorities, including the Department of State 
Regulation for Circulation of Medicines of the Ministry of 
Health of the Russian Federation (approval number 450 
from Aug 25, 2020), Moscow City Independent Ethics 
Committee, and independent local ethics committees of 
clinical sites.

The study used recruitment strategies that included use 
of the online platform of the Moscow Government and 
its call centres, community outreach, and recruitment 
efforts by approved clinical sites to achieve a high level of 
participation in the study. The study involved everyone 
who signed informed consent and passed screening.

Health of the 
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See Online for appendix

For the WHO COVID-19 
dashboard see https://covid19.

who.int

Research in context

Evidence before this study
We searched PubMed for research articles published up to 
Jan 25, 2021, with no language restrictions, using the terms 
“SARS-CoV-2” or “COVID-19”, “vaccine”, “clinical trial”, and 
“efficacy”. We found three peer-reviewed publications available 
on the efficacy of SARS-CoV-2 vaccines: AZD1222 
(AstraZeneca/University of Oxford), a ChAdOx1-based vaccine 
with reported efficacy of 70·4% and two mRNA-based vaccines: 
BNT162b2, (Pfizer/BioNTech) with reported efficacy of 95%, 
and mRNA-1273 (Moderna/NIAID), with reported efficacy of 
94·1%. We have previously published safety and 
immunogenicity results of Gam-COVID-Vac in phase 1/2 clinical 
trials.

Added value of this study
We report on the interim clinical efficacy results of the rAd26 and 
rAd5 vector-based COVID-19 vaccine Gam-COVID-Vac in a 
randomised, double-blind placebo-controlled multicentre 

phase 3 trial in Moscow, Russia, including 21 862 participants. 
We describe the first immunogenicity results of the trial, including 
receptor-binding domain-specific IgG titres, virus neutralising 
antibody titres, and IFN-γ response. The heterologous prime-
boost regimen of vaccination provides robust humoral and 
cellular immune responses, with 91·6% (95% CI 85·6–95·2) 
efficacy against COVID-19. The vaccine is stored and distributed 
at –18°C, but storage at 2–8°C, a favourable temperature profile 
for global distribution, has also been approved by the Ministry of 
Health of the Russian Federation.

Implications of all the available evidence
A system-wide approach to stopping the COVID-19 pandemic 
requires the introduction of different vaccines based on 
different mechanisms of action to cover diverse global health 
demands with cost-effective and region-tailored methods. 
Our vaccine, along with other SARS-CoV-2 vaccines, helps to 
diversify the world SARS-CoV-2 vaccine pipeline.

For the Moscow Government 
online platform see https://

www.mos.ru/
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Eligibility criteria were age 18 years or older; 
negative HIV, hepatitis B and C, and syphilis test results; 
negative anti-SARS-CoV-2 IgM and IgG antibody and 
SARS-CoV-2 PCR tests; no history of COVID-19; no 
contact with anyone with COVID-19 in the preceding 
14 days; consent to use effective contraceptive methods; 
negative urine pregnancy test (for women of child-
bearing potential); negative drug and alcohol tests at 
screening visit; no history of vaccine-induced reactions; 
and no acute infectious or respiratory disease in the 
14 days before enrolment.

Exclusion criteria were any vaccination in the 30 days 
before enrolment; steroids or immunoglobulins in the 
30 days before enrolment; immunosuppression in the 
3 months before enrolment; pregnancy or breastfeeding; 
acute coronary syndrome or stroke in the year before 
enrolment; tuberculosis or chronic systemic infections; 
allergy or hypersensitivity to the drug or components; 
neoplasms; blood donation in the 2 months before 
enrolment; splenectomy; neutropenia, agranulocytosis, 
significant blood loss, severe anaemia, or immuno
deficiency in the 6 months before enrolment; active form of 
a disease caused by HIV, syphilis, or hepatitis B or C; 
anorexia or protein deficiency; large tattoos at the injection 
site; history of alcohol or drug addiction; participation 
in any other clinical trial; study centre staff or other 
employees directly involved in the trial or their families; 
or any other condition deemed a problem by the study 
physician. All participants provided signed informed 
consent to be included in the database for study 
participation.

Randomisation and masking
Enrolled participants were divided into five age strata 
(18–30 years, 31–40 years, 41–50 years, 51–60 years, and 
>60 years) and were assigned to two study groups using 
stratified (block size 4) interactive web response system 
(IWRS) randomisation in a ratio of 3:1 to the vaccine 
group or the placebo group. Study participants were 
assigned unique randomisation numbers that remained 
unchanged throughout the study. The statistician 
generated a sequence, according to which the drug was 
labelled. The drug and placebo were outwardly indistin
guishable (packaging, label, and content). Investigators, 
participants, and all study staff were masked to group 
assignment.

Procedures
All participants who consented to participate attended a 
screening visit for physical examination, checks of vital 
signs (eg, blood pressure, heart rate, and temperature), 
and blood tests for infections (HIV, hepatitis B and C, 
and syphilis) and collection of baseline immunogenicity 
characteristics. Urine tests for drugs and alcohol were 
done in all volunteers and pregnancy tests were done in 
women. PCR SARS-CoV-2 swab tests were also done at 
screening by the central laboratory in Moscow to exclude 

participants with COVID-19. At screening, information 
on the presence of concomitant diseases and SARS-CoV-2 
infection risk group was entered into the case report 
forms of the participants. High risk denotes those whose 
work involves interaction with patients with a confirmed 
diagnosis of COVID-19; medium risk is those who have 
professional contact with a large number of people, 
such as general practitioners, social workers, and shop 
assistants; and general risk denotes those with no 
additional risks associated with their professional acti
vities. Intended duration of participation of individuals 
in the trial was 180 days after the first dose of the vaccine 
or placebo. One screening visit and five on-site visits to a 
clinical site over the course of the trial were planned.

The vaccine comprises two vector components, rAd26-S 
and rAd5-S. A full dose of the vaccine was 10¹¹ viral 
particles per dose for each recombinant adenovirus; 
0·5 mL/dose for intramuscular injection. The placebo 
consists of the vaccine buffer composition, but without 
the recombinant adenoviruses, made up to equal the 
vaccine volume. Vaccine and placebo were developed, 
manufactured, and stored by Gamaleya NRCEM (Moscow, 
Russia) according to Good Manufacturing Practices. The 
vaccine and placebo were used in liquid form (frozen). 
The compositions of the vaccine and placebo are described 
in the appendix (p 1). The vaccine (first dose rAd26, second 
dose rAd5) or placebo were administered intramuscularly 
into the deltoid muscle with a 21-day interval between 
doses.

Subsequent observation visits were planned for day 28 
(±2 days), day 42 (±2 days), and day 180 (±14 days). 
During the observation visits, vital signs were assessed 
in all trial participants and changes in the participants’ 
condition and wellbeing compared with the previous 
visit were recorded. A PCR test was done in combination 
with the clinical examination on the day of the second 
dose (day 21) for the diagnosis of symptomatic and 
asymptomatic COVID-19 cases. In the presence of 
clinical signs of respiratory infection and a positive 
PCR test, the participant would not be vaccinated with 
the second dose and was referred to medical staff for 
treatment of COVID-19. Participants without signs of 
respiratory infection were vaccinated before PCR results 
were received. In the case of a positive PCR test result, 
participants were classified as asymptomatic and were 
not counted as COVID-19 cases in the efficacy analysis, 
according to protocol. During the trial, apart from the 
screening visit and day of the second dose, no additional 
PCR tests were done, except when COVID-19 symptoms 
were reported by participants. 

The sponsor arranged some additional observation 
visits remotely as telemedicine consultations. Unsched
uled telemedicine consultations were encouraged for 
complaints or questions from participants about study 
procedures. All participants were given study team 
contacts at signing of informed consent and were 
instructed to contact the team on an as-needed basis, but 
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primarily to report any signs or symptoms that could 
be indicative of an adverse event. All participants were 
also offered electronic diaries to be installed on their 
smartphone devices to monitor their health status. 
Information from those participants who chose not to 
use e-diaries was collected by site staff via teleconsultation 
technology. Data collected from these telemedicine 
consultations were entered by the site investigators 
directly into the participant’s medical record.

A city-wide electronic health record (EHR) platform—
the Unified Medical Information and Analytical System 
(UMIAS) is in place in Moscow. The UMIAS EHR is 

a controlled electronic medical record used by all 
Moscow health-care institutions for care provision to 
Moscow residents. EHRs of the trial participants were 
updated to indicate their participation in the trial and 
were used as a source for electronic data capture 
and source data verification by contract research 
organisation monitors. In addition to protocol-defined 
visits and teleconsultations, principal investigators 
and study teams were able to track patient status 
through this city-wide EHR platform, including 
possible hospital admission and use of ambulatory 
services. Electronic diaries from participants who 
agreed to use e-diaries were also integrated within the 
UMIAS EHR. For those participants who chose not to 
use e-diaries, data on participant status were collected 
by site staff via teleconsultations and entered into the 
EHR by site investigators. All adverse events were 
followed up by a clinical investigator until resolution 
and were reviewed by the data safety and monitoring 
board and verified by the trial monitor. When COVID-19 
was suspected, participants were assessed according to 
COVID-19 diagnostic protocols, including PCR testing 
at a central laboratory in Moscow. Severity of disease 
was established upon confirmation of the COVID-19 
diagnosis by site investigators. A description of the 
assessment criteria for severity of COVID-19 is in the 
appendix (p 2).

The study was organised and monitored by the Moscow 
branch of the Dutch contract research organisation 
Crocus Medical. Data management is done through the 
DM 365 MainEDC system (developed by Data 
Management 365), a powerful cloud-based platform 
integrated to comprise the functions of data collection, 
advanced randomisation techniques, full control over drug 
supply and dispensing, and patient e-diaries (electronic 
data capture, IWRS, drug supply, and electronic patient-
reported outcomes). The system complies with all 
applicable international regulations, including Code of 
Federal Regulations Title 21 Part 11, Good Clinical Practice, 
Good Automated Manufacturing Practice 5, Health 
Insurance Portability and Accountability, and General Data 
Protection Regulation. The system allows collection and 
validation of clinical data in high-load clinical trials and 
supports central monitoring and risk-based monitoring 
processes, automated coding with the Medical Dictionary 
for Regulatory Activities (MedDRA), WHODrug, and 
Logical Observation Identifiers Names and Codes, and 
instant mapping of the exported data to the standard 
Clinical Data Interchange Standards Consortium Study 
Data Tabulation Model.

Blood sampling was done on the day of vaccination 
immediately before study drug administration. Blood 
sampling for assessment of immunogenicity parameters 
was only done in some study centres, selected on the 
basis of the logistics chain for the delivery of biomaterial 
to the central laboratory where primary blood processing 
was done (sera collection, aliquoting, and freezing). 

Figure 1: Trial profile
*At the time the database was locked, the data on adverse events in the case report form had not yet been verified 
in these participants; the data verification procedure can be done with a slight delay, thus, participants whose data 
were not verified were not included in this analysis. 

16 501 assigned to vaccine group and 
received first dose

21 977 randomised

35 963 individuals screened

74 excluded because of protocol violation
17 vaccine administration error
18 did not meet eligibility criteria

2 received influenza and hepatitis B 
vaccine

28 error in the date of second dose 
9 skipped visits

5476 assigned to placebo group and 
received first dose

16 427 included in serious adverse events 
analysis

5435 included in serious adverse events 
analysis

14 964 received second dose and were 
included in primary outcome 
analysis

4902 received second dose and were 
included in primary outcome analysis

9258 included in general safety analysis 3038 included in general safety analysis

Immunogenicity analyses
342 included in receptor-binding 

domain-specific IgG analysis
72 included in neutralising antibodies 

analysis
44 included in IFN-γ analysis

Immunogenicity analyses
114 included in receptor-binding 

domain-specific IgG analysis
28 included in neutralising antibodies 

analysis
14 included in IFN-γ analysis

13 986 not eligible or not yet randomised

41 excluded because of protocol violation
8 vaccine administration error

13 did not meet eligibility criteria
1 received influenza vaccine

15 error in the date of second dose 
4 skipped visits

1463 had not yet received second dose 533 had not yet received second dose

5706 no data verification in their case 
report form*

1864 no data verification in their case report 
form*

For the DM 365 MainEDC system 
see https://datamanagement365.

com/services/
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Blood samples for antigen-specific IgG analysis are 
planned to be taken from up to 9520 trial participants 
before completion of the trial.

Immunogenicity was analysed as described previously.12 
In brief, antigen-specific humoral immune response was 
analysed on the day of first vaccination and day 42. The 
titre of glycoprotein-specific antibodies in serum was 
ascertained by ELISA. To test anti-SARS-CoV-2 IgG, 
we used an ELISA that was developed at Gamaleya 
NRCEM and registered for clinical use in Russia 
(P3H 2020/10393 2020-05-18). The ELISA measures 
IgGs specific to the receptor-binding domain (RBD) of 
SARS-CoV-2 glycoprotein S. The titre of neutralising 
antibodies was measured on the day of first vaccina
tion and day 42 by microneutralisation assay using 
SARS-CoV-2 (hCoV-19/Russia/Moscow_PMVL-1/2020) in 
a 96-well plate and a 50% tissue culture infective dose 
(TCID50) of 100. The seroconversion rate was calculated 
as a four-fold increase in titre at 42 days compared with 
the day before first vaccination. Cell-mediated immune 
response was measured on the day of first vaccination 
and day 28 by quantification of IFN-γ secretion upon 
antigen restimulation in peripheral blood mononuclear 
cell culture.

Outcomes
The primary outcome was the proportion of participants 
with COVID-19 confirmed by PCR from day 21 after 
receiving the first dose. The secondary outcomes were 
severity of COVID-19; changes in antibody levels against 
SARS-CoV-2 glycoprotein S; proportion of participants 
with antibodies against SARS-CoV-2 N-protein; changes 
in SARS-CoV-2 neutralising antibody titres (increase 
of titres); changes in antigen-specific cellular immunity 
level (increase of cell-mediated immune response to 
antigen); and incidence and severity of adverse events. 
Serious adverse events were diagnosed on the basis of the 
event requiring hospital admission. Here, we report 
preliminary results on the primary outcome measure, 
incidence and severity of adverse events, immunogenicity, 
and safety.

Statistical analysis
In this interim analysis, we present efficacy data at 
the point of confirmation of 78 COVID-19 cases in par
ticipants after receiving the second dose, as stipulated by 
the protocol.

In this study, the primary endpoint is the proportion 
of participants without COVID-19 confirmed by 
laboratory tests during the study. The frequency of 
COVID-19 in the general population, and thus the 
expected frequency in our placebo group, is 20 people 
per 1000 or 2·0%. The study aims to show that the 
proportion of participants with COVID-19 will be at 
least a third lower in the intervention group than the 
control group (odds ratio [OR] for the null hypothe
sis of 0·67)—ie, the upper limit of the 95% CI for the 

OR should not exceed 0·67. The expected value of 
the effect is about 0·500 (OR for the alternative 
hypothesis of 0·500). With a planned study population 
of 40 000 participants and randomisation 3:1 vaccine to 
placebo, the study power will be 85%, with a unilateral 
statistical significance level of 0·025.

The study protocol did not originally prespecify a target 
number of events in this trial. However, because of the 
increase in the incidence of COVID-19 in Russia, changes 
were made to the clinical trial protocol on Nov 5, 2020, 
including an interim analysis to preliminarily calculate 
the vaccine efficacy and to establish ethical appropriate
ness of further inclusion of the placebo group in the 
trial in the context of a growing pandemic if the vaccine 
is effective. Three interim analyses were completed 
when 20, 39, and 78 documented cases of COVID-19 had 
occurred across both groups combined. Our original 
conservative estimate of efficacy was 50%. If the efficacy 
was at least 70%, then a statistically significant difference 
between the groups would be detected when at least 
20 events were reached across the two groups. If efficacy 
was 65%, then the number of cases required would be 39. 
60% efficacy would be statistically significant when 
78 cases had been reported.

Vaccine (n=14 964) Placebo (n=4902)

Sex

Female 5821 (38·9%) 1887 (38·5%)

Male 9143 (61·1%) 3015 (61·5%)

Race

White 14 741 (98·5%) 4830 (98·5%)

Asian 217 (1·5%) 69 (1·4%)

Other* 6 (<0·1%) 3 (<0·1%)

Age group, years

18–30 1596 (10·7%) 521 (10·6%)

31–40 3848 (25·7%) 1259 (25·7%)

41–50 4399 (29·4%) 1443 (29·4%)

51–60 3510 (23·5%) 1146 (23·4%)

>60 1611 (10·8%) 533 (10·9%)

Age, years 45·3 (12·0) 45·3 (11·9)

Bodyweight, kg 81·3 (17·5) 81·6 (17·7)

Height, cm 173·1 (9·1) 173·3 (9·0)

Body-mass index, kg/m² 26·75 (4·56) 26·75 (4·55)

Concomitant diseases (diabetes, hypertension, ischaemic 
heart disease, obesity)†

3687/14 944 (24·7%) 1235/4892 (25·2%)

Risk of infection in volunteers†‡

High 65/14 567 (0·4%) 23/4778 (0·5%)

Medium 3853/14 567 (26·5%) 1280/4778 (26·8%)

General 10649/14 567 (73·1%) 3475/4778 (72·7%)

Data are n (%) and mean (SD). *Includes Black or African American, Native Hawaiian or other Pacific Islander, or undefined. 
†Denominator shows number of participants for whom these data were available. ‡High risk denotes those whose work 
involves interaction with patients with a confirmed diagnosis of COVID-19; medium risk is those who have professional 
contact with a large number of people, such as general practitioners, social workers, and shop assistants; and general 
risk denotes those with no additional risks associated with their professional activities. 

Table 1: Baseline characteristics of participants who received two doses of assigned treatment and were 
included in primary outcome analysis
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The OR and 95% CI were calculated according to 
previously described methods.13 The primary endpoint 
was calculated using the following formula: vaccine 
efficacy (%)=(1 – OR) × 100, where the OR is as follows:

where a is the number of vaccinated participants with 
COVID-19, b is the number of vaccinated participants 
without COVID-19, c is the number of unvaccinated 
participants with COVID-19, and d is the number of 
unvaccinated participants without COVID-19.

ORs and 95% CIs were obtained by the Baptista-Pike 
method, p values were obtained by χ² test or Fisher’s exact 
test (if the expected frequency in any cell is <5). Cumulative 
incidence is presented using the Kaplan-Meier method.

In the safety analysis, adverse events were coded using 
MedDRA, version 23.0. Adverse events were presented 
by group, system organ and class, and preferred term. 
Normality of the data distribution was assessed with the 
d’Agostino-Pearson test in the analysis of quantitative 
data (immunogenicity analyses). In the analysis of 
immunogenicity (analysis of parametric data) in the 
case when two groups of data were compared, the 
Mann-Whitney U test was used (eg, the vaccine group vs 
placebo group or men vs women) for unpaired samples 
and the Wilcoxon signed rank test for paired samples 
(eg, cellular response data on days before and after 
vaccination). When comparing several groups of data 

(eg, age strata), the Kruskal-Wallis test was used. To 
compare the frequency indicators between groups, the 
χ² test and, if necessary, Fisher’s exact test were used 
(if the expected frequency in any of the cells was <5).

The primary outcome analysis included all participants 
who had received at least two doses at the time of 
database lock and followed protocol without violations. 
The analysis of serious adverse events included all 
participants who had received at least one dose at the 
time of database lock and followed protocol without 
violations. The safety analysis (including rare adverse 
events) included all participants who had received 
two doses and for whom all available data were verified in 
the case report form at the time of database lock. The 
statistical analysis was done using Stata, version 14, and 
GraphPad Prism, version 9.0. This trial is registered with 
ClinicalTrials.gov (NCT04530396).

Role of the funding source
The funder had no role in study design, data collection, 
data analysis, data interpretation, or writing of the report.

Results
Between Sept 7 and Nov 24, 2020, 21 977 adults were 
eligible and randomly assigned to receive placebo (n=5476) 
or vaccine (n=16 501; figure 1).

The first database lock was on Nov 18, 2020, when 
20 cases of COVID-19 had been reported. The interim 
safety analysis (analysis of rare adverse events) was done 
with data up to the first database lock. Since there was an 
increase in COVID-19 incidence in Moscow during 
November, the second database lock was done on 
Nov 24, 2020, when 78 COVID-19 cases had been 
reported. Data for the interim efficacy analysis and 
serious adverse events analysis are presented up to the 
second database lock.  

74 participants from the vaccine group and 41 from the 
placebo group were excluded from analyses (figure 1). 
This preliminary analysis included 16 427 participants in 
the vaccine group and 5435 in the placebo group, who 
received at least one dose and continued participation in 
the trial. 14 964 in the vaccine group and 4902 in the 
placebo group had received two doses at the time of 
database lock (Nov 24, 2020) and were included in the 
primary outcome analysis (table 1). Median time from 
participants receiving the first dose to the date of database 
lock was 48 days (IQR 39–58). Among the participants 
who received two doses, the mean age was 45·3 years 
(SD 12·0) in the vaccine group and 45·3 years (SD 11·9) in 
the placebo group; the distribution by sex (p=0·619), 
incidence of concomitant diseases (p=0·420), and infection 
risk (p=0·851) were similar between the two groups (table 1). 

 From 21 days after the first dose of vaccine (the day of 
dose 2), 16 COVID-19 cases were confirmed in the 
vaccine group (of 14 964 participants; 0·1%) and 62 cases 
were confirmed in the placebo group (of 4902 partici
pants; 1·3%); vaccine efficacy was 91·6% (95% CI 

OR=
a/b
c/d

=
a × d
b × c

Total 
cases

Vaccine group Placebo group Vaccine efficacy 
(95% CI)

p value

First COVID-19 occurrence from 21 days after dose 1 (day of dose 2)*

Overall 78 16/14 964 (0·1%) 62/4902 (1·3%) 91·6% (85·6–95·2) <0·0001

Age group (years)

18–30 5 1/1596 (0·1%) 4/521 (0·8%) 91·9% (51·2–99·3) 0·0146

31–40 17 4/3848 (0·1%) 13/1259 (1·0%) 90·0% (71·1–96·5) <0·0001

41–50 19 4/4399 (0·1%) 15/1443 (1·0%) 91·3% (73·7–96·9) <0·0001

51–60 27 5/3510 (0·1%) 22/1146 (1·9%) 92·7% (81·1–97·0) <0·0001

>60 10 2/1611 (0·1%) 8/533 (1·5%) 91·8% (67·1–98·3) 0·0004

Sex

Female 32 9/5821 (0·2%) 23/1887 (1·2%) 87·5% (73·4–94·2) <0·0001

Male 46 7/9143 (0·1%) 39/3015 (1·3%) 94·2% (87·2–97·4) <0·0001

Moderate or severe 
cases

20 0/14 964 20/4902 (0·4%) 100% (94·4–100·0) <0·0001

First COVID-19 occurrence after dose 1†

Any time after dose 1 175 79/16 427 (0·5%) 96/5435 (1·8%) 73·1% (63·7–80·1) <0·0001

From 14 days after 
dose 1

109 30/14 999 (0·2%) 79/4950 (1·6%) 87·6% (81·1–91·8) <0·0001

First COVID-19 occurrence after dose 2 (28 days after dose 1)*

All 60 13/14 094 (0·1%) 47/4601 (1·0%) 91·1% (83·8–95·1) <0·0001

Data are n/N (%), unless otherwise stated. *Includes those who received both doses. †Includes participants who 
received at least one dose. 

Table 2: Interim results on vaccine efficacy

 
A
S
S
I
N
A
D
O
 
E
L
E
T
R
O
N
I
C
A
M
E
N
T
E
 
P
E
L
O
 
U
S
U
Á
R
I
O
:
 
M
a
u
r
i
c
i
o
 
d
e
 
J
e
s
u
s
 
N
u
n
e
s
 
d
a
 
S
i
l
v
a
 
(
L
e
i
 
1
1
.
4
1
9
/
2
0
0
6
)
 

 
E
M
 
1
8
/
0
3
/
2
0
2
1
 
1
8
:
3
3
 
(
H
o
r
a
 
L
o
c
a
l
)
 
-
 
A
u
t
.
 
A
s
s
i
n
a
t
u
r
a
:
 
3
C
C
A
A
6
0
3
7
C
7
C
D
3
4
7
.
5
3
C
F
F
D
8
3
C
4
A
3
9
5
2
C
.
6
5
7
5
F
6
A
6
2
E
B
B
4
A
F
3
.
3
3
B
B
E
D
3
D
1
1
3
9
7
8
7
7
 

 Nº do Protocolo: 2021/305382  Anexo/Sequencial: 41 
 Confira a autenticidade deste documento em https://www.sistemas.pa.gov.br/validacao-protocolo

 Identificador de autenticação: 05A5CE4.F763.770.2A5564A6AF18BDC6FC 



Articles

www.thelancet.com   Vol 397   February 20, 2021	 677

85·6–95·2; table 2). The observed vaccine efficacy was 
greater than 87% in all age and sex subgroups. Notably, 
vaccine efficacy was 91·8% (67·1–98·3) in participants 
older than 60 years. There were no cases (vaccine group) 
and 20 cases (placebo group) of moderate or severe 
COVID-19 confirmed at least 21 days after dose 1; thus, 
vaccine efficacy against moderate or severe COVID-19 
was 100% (94·4–100·0). From 15 to 21 days after the first 
dose, efficacy was 73·6% (p=0·048), then from day 21, 
efficacy was 100% (p<0·0001; appendix p 11).

97 confirmed cases of COVID-19 (63 in the vaccine 
group and 34 in the placebo group) are not reflected in 
the analysis of the primary endpoint because they 
occurred fewer than 21 days after dose 1 (ie, before dose 2; 
table 2, figure 2). Estimated vaccine efficacy against 
confirmed COVID-19 occurring at any time after dose 1 
was 73·1% (95% CI 63·7–80·1). Notably, in the vaccine 
group, most cases of COVID-19 occurred before dose 2. 
Rates of disease onset were similar for the vaccine and 
placebo groups until about 16–18 days after dose 1, after 
which, early onset of protection led to the number of 
cases in the vaccine group increasing much more slowly 
than in the placebo group (figure 2).

The interim immunogenicity analysis included 
samples transferred from the central laboratory that were 
collected before Nov 30, 2020, and showed that the 
vaccine induces an immune response in participants. 
Before first vaccination, no RBD-specific antibodies (of 
456 participants tested) or virus-neutralising antibodies 
(of 100 participants tested) were detected in the blood 
serum of participants. In the analysis of humoral 
immune response, serum samples of 456 participants 
(342 from the vaccine group and 114 from the placebo 
group) were analysed for the presence of antibodies 
specific to the receptor-binding domain of SARS-CoV-2 
glycoprotein S 42 days from the start of vaccination 
(figure 3A). In the vaccine group, RBD-specific IgG was 
detected in 336 (98%) of 342 samples, with a geometric 
mean titre (GMT) of 8996 (95% CI 7610–10 635), and a 
seroconversion rate of 98·25%. In the placebo group, 
RBD-specific IgG was detected in 17 (15%) of 114 samples, 
with a GMT of 30·55 (20·18–46·26), and a seroconversion 
rate of 14·91% (p<0·0001 vs the vaccine group). When 
comparing the level of RBD-specific antibodies between 
age strata, we noted that the age 18–30 years group 
(combined male and female) had a significantly higher 
GMT than the other age groups (p=0·0065). There were 
no differences between the other age groups (p=0·343). 
Antibody levels did not differ significantly between 
men (n=179) and women (n=159; p=0·258). Descriptive 
statistics by age stratum and sex are in the appendix (p 3).

To assess the induction of a humoral immune 
response, serum samples from 100 participants were 
analysed for the presence of neutralising antibodies on 
day 42 after first vaccination (figure 3B); the GMT of 
neutralising antibodies was 44·5 (95% CI 31·8–62·2) 
and the seroconversion level was 95·83% in the vaccine 

Figure 2: Kaplan-Meier cumulative incidence curves for the first symptomatic, PCR-positive COVID-19 after 
dose 1, in participants who received at least one dose of vaccine or placebo
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Figure 3: Humoral immune response
(A) Receptor-binding domain-specific antibodies on day 42, as measured by ELISA, in participants administered with 
vaccine, by age group and overall, or placebo overall. Four participants are not included in the subgroup analysis by 
age because of missing date of birth on the case report form for this analysis. (B) Neutralising antibodies on day 42, 
as measured by neutralisation assay with 100 TCID50, in participants administered with vaccine or placebo. Data are 
divided by age strata and by sex. Data of the overall vaccine group and placebo group are also presented. Dots 
show individual datapoints, bars show geometric mean titres, and whiskers show 95% CI. TCID50=50% tissue 
culture infective dose.
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group. GMT in the placebo group was 1·6 (1·12–2·19) 
and the seroconversion rate was 7·14%, which was 
significantly lower than that in the vaccine group 
(p<0·0001). Levels of neutralising antibodies were 
similar between age strata (p=0·222) and between men 
and women (p=0·639). Descriptive statistics by age 
stratum and sex are in the appendix (p 3).

Cellular immune response in participants was 
characterised by secretion of IFN-γ of peripheral blood 
mononuclear cells upon SARS-CoV-2 glycoprotein S 
restimulation in culture. To assess cellular immune 
response, serum samples from 58 participants (44 from 
the vaccine group and 14 from the placebo group) were 
analysed. By day 28 after first vaccination, all partici
pants in the vaccine group had significantly higher 
levels of IFN-γ secretion upon antigen restimulation 
(median 32·77 pg/mL [IQR 13·94–50·76]) compared 
with the day of administration of the first dose (figure 4). 
Descriptive statistics for IFN-γ immune responses are 
in the appendix (p 4).

The general safety and rare adverse event analyses 
included 12 296 participants who received both doses up to 
the database lock on Nov 18, 2020. The most common 
adverse events were flu-like illness, injection site reactions, 
headache, and asthenia. Most of the reported adverse 
events (7485 [94·0%] of 7966) were grade 1; 451 were 
grade 2 (5·66%) and 30 were grade 3 (0·38%). 122 rare 
adverse events were reported in the study (91 in the vaccine 
group and 31 in the placebo group; appendix pp 8–9).

The analysis of serious adverse events included 
21 862 participants who received at least one dose (of 
whom 19 866 received two doses) up to database lock 

on Nov 24, 2020. 70 episodes of serious adverse events, 
considered not related to COVID-19, were recorded in 
68 participants: in 45 (0·3%) of 16 427 participants from the 
vaccine group and 23 (0·4%) of 5435 participants from the 
placebo group (appendix pp 5–7). None of the serious 
adverse events were considered associated with vaccina
tion, as confirmed by the independent data monitoring 
committee (IDMC).

Because there were few serious adverse events, it was 
possible to process and verify the serious adverse events 
data up to the second database lock; however, full adverse 
events data, which has not yet been processed, will be 
provided in a later publication to avoid discrepancies 
with the final report after full data processing is complete.

During the study, four deaths were recorded: 
three (<0·1%) of 16 427 participants in the vaccine group 
and one (<0·1%) of 5435 participants in the placebo 
group. No vaccine-related deaths were reported. In the 
vaccine group, one death was associated with fracture of 
the thoracic vertebra and the other two were associated 
with COVID-19 (one patient with a severe cardiovascular 
background who developed symptoms on day 4 after first 
dose and one patient with a background of endocri
nological comorbidities who developed symptoms on 
day 5 after first dose; appendix p 12). Based on the 
incubation period of the disease, both participants were 
deemed to be already infected before being included in 
the study, despite a negative PCR test. In the placebo 
group, the death was associated with haemorrhagic 
stroke.

The study included 2144 participants older than 
60 years (1611 in the vaccine group and 533 in the 
placebo group). The mean age in this subgroup 
was 65·7 years (SD 4·5) in the vaccine group and 
65·3 years (4·3) in the placebo group (appendix p 10). 
The maximum ages of the participants were 87 years in 
the vaccine group and 84 years in the placebo group. 
Proportions of participants by sex (p=0·378), incidence 
of concomitant diseases (p=0·774), and risk of infec
tion (p=0·090) were similar between the vaccine and 
placebo groups. The vaccine was well tolerated in these 
participants. 1369 participants older than 60 years 
(who received two doses and for whom data in the case 
report form was verified at the time of database lock 
[Nov 18, 2020]) were included in the safety analysis. 
The most common adverse events were flu-like illness 
in 156 (15·2%) and local reaction in 56 (5·4%) of 
1029 participants in the vaccine group and 30 (8·8%) 
and four (1·2%) of 340 participants in the placebo group 
(appendix p 11). There were three episodes of adverse 
events of grade 3 or worse, considered not associated 
with vaccination: an exacerbation of urolithiasis and 
acute sinusitis in the vaccine group and a flu-like illness 
in the placebo group. All these adverse events were 
resolved. In the participants older than 60 years, there 
were three serious adverse events reported in the 
vaccine group: renal colic and deep vein thrombosis 

Figure 4: IFN-γ response to SARS-CoV-2 glycoprotein S of peripheral blood 
mononuclear cells of participants who received two doses of vaccine (n=44) 
or placebo (n=14)
Dots show individual datapoints of intact (unstimulated) cells and cells stimulated 
with SARS-CoV-2 glycoprotein S (antigen stimulated). Horizontal lines show 
median values, whiskers show 95% Cl. The threshold of detection (<2 pg/mL) is 
indicated with the grey shaded area. The grey lines connecting dots between 
unstimulated and antigen-stimulated cells show changes in IFN-γ response in 
some representative individuals. *p<0·0001 for day 28 antigen-stimulated cells 
versus day 1 antigen-stimulated cells, in the vaccine group.
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(both associated with pre-existing comorbidities) and 
extremity abscess (due to physical injury and subsequent 
infection of the wound surface of the soft tissues of 
the finger). No association was found between serious 
adverse events and vaccine administration.

Discussion
Our interim results of the phase 3 Gam-COVID-Vac trial 
show that the vaccine is 91·6% (95% CI 85·6–95·2) 
efficacious against COVID-19 (from day 21 after first 
dose, the day of receiving second dose). Our results also 
showed that the vaccine was 100% (95% CI 94·4–100) 
efficacious against severe COVID-19, although this 
was a secondary outcome so the results are preliminary. 
The vaccine was well tolerated, with 45 (0·3%) of 
16 427 participants in the vaccine group reporting 
serious adverse events, all of which were considered 
not related to the vaccine. According to the study 
design, the starting point for counting COVID-19 cases 
for estimation of vaccine efficacy was 21 days after 
dose 1 (day of dose 2 administration). Although the 
study was not designed to assess the efficacy of a single-
dose regimen, our early starting point allows us to 
observe a possible partial protective effect of a single 
dose. The cumulative COVID-19 incidence curves of 
COVID-19 cases among the placebo and vaccine groups 
begin to diverge 16–18 days after the first immunisation, 
showing early onset of a partially protective effect after 
a single-dose immunisation; however, the study design 
does not allow us to draw conclusions from these 
observations.

The vaccine induced robust humoral (n=342) and 
cellular (n=44) immune responses in all age strata. 
Notably, there were a few non-responders in the vaccine 
group (six of 342), possibly due to immunosenescence in 
older people, individual characteristics of the formation 
of an immune response, or concomitant immunological 
disorders.

17 (15%) of 114 participants in the placebo group had 
RBD-specific antibodies on day 42, probably associated 
with asymptomatic COVID-19; however, none of these 
participants were SARS-CoV-2 PCR positive, nor did they 
report the onset of respiratory symptoms in the electronic 
diary or when interviewed as part of the telemedicine 
follow-up.

Given the importance of protecting populations at risk 
because of older age, we assessed the ability of the vaccine 
to induce an immune response and protect against 
COVID-19 in individuals older than 60 years. Our results 
show that the two-component vaccine Gam-COVID-Vac 
was able to induce a virus-neutralising humoral response 
in participants older than 60 years. Furthermore, vaccine 
efficacy in this group of participants did not differ signifi
cantly from the efficacy of the age 18–60 years group. 

The limitations of the interim analysis of efficacy 
include the small sample sizes within age strata. Further 
data collection will allow for clarification of efficacy data 

within age groups. Furthermore, COVID-19 cases were 
detected through self report of symptoms by participants, 
followed by a PCR test, so only symptomatic cases of 
COVID-19 are included in the efficacy analyses.

Initially, we developed a vaccine in two forms: liquid 
(which is stored at –18°C) and freeze dried (which is 
stored at 2–8°C). In this study, we studied the liquid 
form of the vaccine that requires storage at –18°C. 
Storage at 2–8°C, a favourable temperature profile for 
global distribution, has been approved by the Ministry 
of Health of the Russian Federation.

We previously reported on the local and systemic 
post-vaccine adverse reactions of the Gam-COVID-Vac 
vaccine in a small sample of participants.12 In this 
interim analysis, we report serious adverse events in 
more than 21 000 participants (of whom more than 
16 000 received the vaccine).

70 episodes of serious adverse events were recorded in 
68 participants across the two groups; none of these 
events were considered related to the vaccine. During the 
study, four deaths were recorded: three in the vaccine 
group and one in the placebo group. None were 
considered related to the vaccine, with confirmation by 
the IDMC. No post-vaccination adverse events were 
reported in any of these participants after vaccination.

The two COVID-19-related deaths were due to pre-
existing cardiovascular and endocrinological conditions 
exacerbated by COVID-19. Taking into account the length 
of the incubation period described by WHO and the 
Centers for Disease Control and Prevention (CDC),14,15 
these two participants were probably already infected 
with SARS-CoV-2 at the time of randomisation and 
vaccination. On the basis of WHO and CDC guidelines 
and review of the underlying clinical data, the IDMC 
confirmed that participants were infected and disease 
had progressed before any immunity from the vaccine 
developed. A detailed description of the condition of 
participants with COVID-19 is in the appendix (p 12). 
Among the seven participants assigned to the placebo 
group who were confirmed to have COVID-19 within the 
first 7 days after the first dose, there were no comorbid 
conditions, in contrast to the vaccine group, in which 
there were three participants with a comorbidity among 
25 who were confirmed to have COVID-19 within the 
first 7 days.

In summary, both COVID-19-related deaths have 
several principal points to be considered. First, despite 
the negative PCR test at screening and absence of 
increased temperature at the time of first vaccine dose 
administration, the onset of the first COVID-19 symptoms 
(4–5 days after first dose, similar to the average COVID-19 
incubation period) testifies that participants had been 
infected with SARS-CoV-2 before or near the vaccination 
day, which was additionally confirmed by the IDMC, 
on the basis of WHO and CDC guidelines and review 
of underlying clinical data. Second, both participants 
self-administered non-steroidal anti-inflammatory drugs 
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without informing clinicians, which interfered with 
diagnosis and receipt of medical help upon hospital 
admission. Third, because of limited diagnostics at 
screening (limitations of medical examination and testing 
and patient unaware of comorbidities) each participant 
had comorbidities that were only known after hospital 
admission. Participants who have not developed protec
tive immunity to SARS-CoV-2 (ie, were infected before 
vaccination or early after vaccination) showed the natural 
clinical course of COVID-19. We did another analysis of 
the severity of the course of COVID-19 in the two groups, 
which showed that in the first 2 weeks after the first dose, 
there was no significant difference in the severity of 
the course of COVID-19 between the vaccine and placebo 
groups. From 15 to 21 days after the first dose, efficacy 
was 73·6% (p=0·048), then from day 21, efficacy was 
100% (p<0·0001; appendix p 11). Therefore, in this study, 
the efficacy analysis was done 21 days after the first dose, 
because by that time, the immune response is formed.

Currently, scrupulous monitoring continues, in 
particular for cases of COVID-19. All safety data will be 
provided to the regulator for analysis.

In this interim analysis, we have not been able to 
assess duration of protection; median follow-up time 
was 48 days after first dose. Although the study enrolled 
participants with comorbidities, not all risk groups are 
represented. There is a need to further investigate the 
vaccine in adolescents and children under Pediatric 
Investigational Plans, as well as pregnant and lactating 
women. Most participants in our trial were white, so we 
welcome further investigation in a more diverse cohort.

Interim results on efficacy have been announced 
for several vaccine candidates against SARS-CoV-2. 
The safety and efficacy study of the ChAdOx1 nCoV-19 
vaccine (AZD1222) provides an analysis of data from 
four randomised controlled trials in Brazil, South Africa, 
and the UK. 11 636 participants were included in the 
primary efficacy analysis. Among participants who 
received two standard doses, the reported efficacy of the 
vaccine was 62·1%, and in participants who received a 
low dose followed by a standard dose, efficacy was 90·0%, 
resulting in overall efficacy of 70·4%.2 BNT162b2, an 
mRNA-based vaccine developed by Pfizer/BioNTech 
has reported 95% efficacy against COVID-19 in a 
multinational, placebo-controlled, observer-blinded, pivotal 
efficacy trial.4 36 523 participants without baseline 
infection were included in the primary efficacy analysis. 
Eight cases of COVID-19 with onset at least 7 days after 
the second dose were observed in the study group and 
162 cases were observed in the placebo group. There was 
one case of severe COVID-19 in a study group with onset 
at least 7 days after the second dose of BNT162b2.4 A 
phase 3, randomised, stratified, observer-blind, placebo-
controlled study of an mRNA-1273 vaccine has enrolled 
30 000 participants, 25% of whom are age 65 years or 
older. Interim results of the trial suggest efficacy of 94·1% 
based on 95 cases of asymptomatic COVID-19 among 

participants: 90 in the placebo group and five in the study 
group.3 The results of this Gam-COVID-Vac trial are not 
dissimilar to those reported for the other vaccines.

Vaccination strategies should account for a number of 
concerns regarding the priority of access to COVID-19 
vaccines in various population groups, reliable risk 
assessment of adverse effects of vaccination in population 
groups with increased risk of severe COVID-19 (older 
adults and individuals with comorbidities), vaccine 
logistics (cold chain supply), sufficient coverage of 
immunisation, and duration of protective immune 
response. According to WHO target product profiles for 
COVID-19 vaccines,16 the characteristics required for 
emergency use during an outbreak include efficacy of 
at least 50%, suitability for use in older adults, maximum 
of two-dose regimen, and protection for at least 6 months. 
Further studies of candidate vaccines are needed to 
obtain information on duration of post-vaccine protective 
immune response. Yet, the results on efficacy and safety 
of COVID-19 vaccine candidates thus far are promising.

Our interim analysis of this phase 3 trial of 
Gam-COVID-Vac has shown promising results. In 
parallel with implementation of multiple clinical trials 
(in Russia, Belarus, United Arab Emirates, and India), 
the vaccine has already been released in Russia for use 
by the public, largely in at-risk populations, medical 
workers, and teachers, and as of Jan 23, 2021, more than 
2 million doses of Gam-COVID-Vac have already been 
administered to the public (pharmacovigilance and 
monitoring of the incidence of rare adverse events is 
controlled by the Federal Service for Surveillance in 
Healthcare).

We are conducting research to investigate a single-
dose regimen of the vaccine (the clinical trial was 
approved by the Regulator and Ethics committee on 
Jan 8, 2021, number 1). Our interim analysis of the 
randomised, controlled, phase 3 trial of Gam-COVID-
Vac in Russia has shown high efficacy, immunogenicity, 
and a good tolerability profile in participants aged 
18 years or older.
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Data sharing
Anonymous participant data will be available upon completion of clinical 
trials and publication of the results of the completed study upon request to 
the corresponding author. Proposals will be reviewed and approved by the 
sponsor, security department, researcher, and staff on the basis of scientific 
merit and absence of competing interests. Once the proposal has been 
approved, data can be transferred through a secure online platform after 
the signing of a data access agreement and a confidentiality agreement.
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MINISTERIO DE SALUD

Resolución 2784/2020

RESOL-2020-2784-APN-MS

Ciudad de Buenos Aires, 23/12/2020

VISTO el Expediente EX-2020-87843822--APN-SSGA#MS, las Leyes 27.491 y 27.573, el Decreto 260/2020, la

Decisión Administrativa 1721/2020, el Expediente EX-2020-77433784--APN-SSGA#MS y

CONSIDERANDO:

Que la Ley N° 27.491 entiende a la vacunación como una estrategia de salud pública preventiva y altamente

efectiva y la considera como bien social, sujeta a principios de gratuidad, interés colectivo, disponibilidad y amplia

participación, y que en su artículo 2° declara a la vacunación como de interés nacional.

Que el Decreto de Necesidad y Urgencia N° 260/2020 dispuso ampliar la Emergencia Pública en materia sanitaria

establecida por la Ley N° 27.541, en virtud de la Pandemia declarada por la ORGANIZACIÓN MUNDIAL DE LA

SALUD (OMS) en relación con el COVID-19, por el plazo de UN (1) año.

Que el artículo 2° del citado Decreto estableció, en el marco de la emergencia declarada, las facultades de este

MINISTERIO DE SALUD como autoridad de aplicación.

Que la pandemia de COVID-19 producida por el coronavirus SARS-Cov-2 ha causado la pérdida de cientos de

miles de vidas en el mundo.

Que el desarrollo y despliegue de una vacuna segura y eficaz para prevenir el COVID-19 es determinante para

lograr controlar el desarrollo de la enfermedad, ya sea disminuyendo la morbimortalidad o bien la transmisión del

virus. En efecto, contar con una vacuna no solo permitirá mejorar sustancialmente el cuidado de la vida y la salud

de los y las habitantes del país, sino también permitirá ir restableciendo en plenitud las actividades económicas y

sociales.

Que la Ley 27.573 declaró de interés público la investigación, desarrollo, fabricación y adquisición de las vacunas

destinadas a generar inmunidad adquirida contra la COVID-19 en el marco de la emergencia sanitaria establecida

por la Ley 27.541 y ampliada por el decreto 260/20, su modificatorio y normativa complementaria, con el objetivo de

asegurar la cobertura de la población con vacunas seguras y eficaces contra la COVID-19.

Que la Ley 27.573 en su artículo 8° establece que el adquirente de vacunas destinadas a generar inmunidad

adquirida contra la COVID-19, objeto de esa ley, debe presentarlas a la Administración Nacional de Medicamentos,

Alimentos y Tecnología Médica (A.N.M.A.T.) a los efectos de la intervención de su competencia y deben ser

autorizadas por el Ministerio de Salud, con anterioridad a su uso en la población objetivo.
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Que, asimismo, el artículo 9º de la Ley Nº 27.573 autoriza, por la excepcionalidad del contexto pandémico, a los

organismos competentes a realizar la aprobación de emergencia de las vacunas objeto de esa ley, con el debido

respaldo de la evidencia científica y bioética que permita comprobar su seguridad y eficacia.

Que la citada norma faculta y autoriza al MINISTERIO DE SALUD a tomar las medidas para alcanzar lo objetivo de

asegurar la inmunización de la población mientras dure la emergencia sanitaria declarada por la Ley 27.541 y

ampliada por el Decreto 260/20, o aquella normativa que la prorrogue.

Que conforme las actuaciones que tramitan por el EX-2020-77433784--APN-SSGA#MS, el MINISTERIO DE

SALUD ha celebrado el CONVENIO DE SUMINISTRO con el objeto de adquirir la vacuna denominada

Gam-COVID-VAC, marca Sputnik V, registrada en el INTERNATIONAL BUREAU OF THE WORLD

INTELLECTUAL PROPERTY ORGANIZATION el 16 de septiembre de 2020 con el Número de Registro 1559555 y

que ésta cuenta con la Autorización de Comercialización en Rusia Número LP-006395, desarrollada por el Centro

Nacional Gamaleya de Epidemiología y Microbiología de Rusia.

Que en el marco de las tareas desarrolladas por la COMISIÓN NACIONAL DE INMUNIZACIONES (CO.NA.IN.) se

ha constituido un grupo de trabajo especialmente dedicado a la Vacuna para la COVID-19 y se han expuesto los

avances relativos al desarrollo de la vacuna Sputnik V y que esta ha prestado su aval correspondiente.

Que conjuntamente con la COMISION NACIONAL DE SEGURIDAD EN VACUNAS creada por Res. 259/2013, se

ha desarrollado un sistema de vigilancia que permite detectar los eventos supuestamente atribuidos a vacunas e

inmunizaciones (ESAVI) y realizar un correcto análisis y clasificación de los mismos, a fin de poder contar con una

herramienta que garantice la seguridad de las vacunas utilizadas y permita su adecuada vigilancia.

Que en el marco del CONSEJO FEDERAL DE SALUD (CO.FE.SA.) se ha realizado de manera mancomunada con

todas las Provincias y la Ciudad Autónoma de Buenos Aires un trabajo constante y sostenido de elaboración de una

estrategia federal de inmunización que contemple la situación epidemiológica, la situación y las capacidades del

sistema sanitario y los planes provinciales de implementación correspondientes.

Que, por su parte la DIRECCIÓN NACIONAL DE CONTROL DE ENFERMEDADES NO TRANSMISIBLES ha

elaborado el informe técnico referido a la eficacia de la vacuna Sputnik V, producto compuesto por dos (2) dosis:

una del vector de adenovirus Ad26 (primera inyección) y otra del Ad5 (segunda inyección), concluyendo que es

recomendable proseguir con la solicitud de autorización de emergencia de la misma.

Que la SUBSECRETARÍA DE ESTRATEGIAS SANITARIAS, ha prestado conformidad al citado informe técnico.

Que la SECRETARÍA DE ACCESO A LA SALUD, ha prestado conformidad a las actuaciones del citado expediente

desde el punto de vista de sus competencias.

Que la vacuna Gam-COVID-Vac (SputnikV) cuenta el Certificado de Fase III correspondiente a, proporcionado por

el Centro Nacional Gamaleya de Epidemiología y Microbiología de Rusia.
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Que la Administración Nacional de Medicamentos, Alimentos y Tecnología Médica ha intervenido en el marco de

sus competencias recomendando la autorización de la vacuna Sputnik V.

Que en la citada A.N.M.A.T. ha informado la realización de visitas al Instituto Gamaleya en la Federación Rusa,

quien es el desarrollador de la vacuna Sputnik V, responsable de la construcción de la calidad y el encargado de

realizar la liberación de los lotes elaborados y también, como parte de las visitas pautadas, se ha concurrido a las

plantas de Generium y Biocad, entre otras, que forman parte del proceso productivo de la misma.

Que las referidas visitas llevadas a cabo con el objetivo de realizar verificación técnica de los establecimientos y los

procesos de fabricación utilizados en los productos, se realizaron entre los días 14 al 18 de diciembre y arrojaron

como resultado que las mismos son aceptables y compatibles con lo establecido en normativa vigente en la

República Argentina.

Que antes y durante el proceso mencionado, la A.N.M.A.T. ha recibido de manera secuencial la información

correspondiente, según lo establecido por el procedimiento para la autorización de emergencia, en relación al

cumplimiento de los estándares requeridos por la autoridad regulatoria de las plantas elaboradoras, el desarrollo y

la elaboración de los productos, así como su certificación en el país de origen y cumplimiento de los estándares de

calidad; y ha accedido a la información sobre su seguridad y eficacia mayor al 91%, así como la que indica que no

se han presentados eventos adversos graves, ni se han identificado diferencias significativas en la eficacia

observada en los diferentes grupos etarios que participaron de los ensayos clínicos.

Que, de igual modo, los datos aportados y los análisis iniciales realizados por el titular del producto indican el uso

de la vacuna en grupos etarios específicos, este tipo de autorizaciones se nutre del aporte secuencial y sucesivo de

información adicional, cuyo análisis permitiría la posibilidad de ampliar su indicación de uso a otros grupos etarios a

los establecidos inicialmente.

Que en este contexto y dada las características de los procesos de desarrollos de las vacunas en situaciones de

pandemia, se ha establecido un Plan de Gestión de Riesgos por parte del MINISTERIO DE SALUD en su calidad

de adquirente, que permite el monitoreo y la recolección de información relacionada a seguridad y eficacia del

producto y el registro de posibles efectos adversos o clínicamente significativos, acorde a los establecido en los

esquemas vigentes.

Que, adicionalmente, la A.N.M.A.T. a través del Sistema Nacional de Farmacovigilancia, acredita sólida experiencia

en la vigilancia de la seguridad de medicamentos en general y de vacunas en particular ha dispuesto un plan

específico para la vigilancia de la vacunación contra la COVID-19

Que por lo antes dicho y teniendo en cuenta la situación actual de emergencia sanitaria, el contexto internacional

que limita el acceso a otras alternativas por la disputa global que se presenta y en la medida en que los beneficios

conocidos y potenciales son superiores a los riesgos conocidos y potenciales para la salud de la población, la

A.N.M.A.T. ha recomendado al Sr. Ministro de Salud de la Nación otorgar la Autorización de Emergencia de la

vacuna Sputnik V, teniendo en cuenta que la vacuna referenciada en este informe actualmente se presenta como

una herramienta terapéutica segura y eficaz de acceso para que nuestro país baje la mortalidad, reduzca la

morbilidad y disminuya la transmisibilidad de la enfermedad COVID-19 producida por el virus SARS-Cov-2.
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Que la DIRECCIÓN GENERAL DE ASUNTOS JURÍDICOS ha tomado la intervención de su competencia.

Que la presente medida se dicta en el uso de las facultades conferidas por la Ley Nº 27.573, en el marco de la Ley

Nº 27.541 y el Decreto Nº 260/20.

Por ello,

EL MINISTRO DE SALUD

RESUELVE:

ARTÍCULO 1°.- Autorizase con carácter de emergencia la vacuna Gam-COVID-Vac, denominada Sputnik V,

desarrollada por el Centro Nacional Gamaleya de Epidemiología y Microbiología de Rusia, en virtud de lo

establecido por los artículos 8° y 9° de la Ley 27.573. y de conformidad con las recomendaciones de la

Administración Nacional de Medicamentos, Alimentos y Tecnología Médica.

ARTÍCULO 2°.- Notifíquese la presente resolución a la Administración Nacional de Medicamentos, Alimentos y

Tecnología Médica (A.N.M.A.T.).

ARTICULO 3º: Comuníquese, publíquese, dése a la DIRECCIÓN NACIONAL DE REGISTRO OFICIAL y archívese.

Ginés Mario González García

e. 24/12/2020 N° 67014/20 v. 24/12/2020

Fecha de publicación 24/12/2020

 
A
S
S
I
N
A
D
O
 
E
L
E
T
R
O
N
I
C
A
M
E
N
T
E
 
P
E
L
O
 
U
S
U
Á
R
I
O
:
 
M
a
u
r
i
c
i
o
 
d
e
 
J
e
s
u
s
 
N
u
n
e
s
 
d
a
 
S
i
l
v
a
 
(
L
e
i
 
1
1
.
4
1
9
/
2
0
0
6
)
 

 
E
M
 
1
8
/
0
3
/
2
0
2
1
 
1
8
:
3
4
 
(
H
o
r
a
 
L
o
c
a
l
)
 
-
 
A
u
t
.
 
A
s
s
i
n
a
t
u
r
a
:
 
8
5
F
2
D
9
2
0
A
0
2
9
5
1
A
6
.
9
F
B
8
D
0
D
D
5
5
D
F
8
B
D
5
.
6
6
3
D
4
A
9
3
5
F
F
E
D
D
1
3
.
1
4
E
1
1
4
3
C
3
4
3
A
7
5
2
4
 

 Nº do Protocolo: 2021/305382  Anexo/Sequencial: 42 
 Confira a autenticidade deste documento em https://www.sistemas.pa.gov.br/validacao-protocolo

 Identificador de autenticação: 0A8E464.3766.957.49D9E1B8B0BBE560C9 



  

Vitor Rodrigo de Lima 
Tradutor Público e Intérprete Comercial Espanhol 

Matrícula JUCEB nº. 24 
 

1 

 

Rua Marieta Alves, 165, Itaigara. Salvador/BA. CEP: 41.815-260 

Tel.: +55 71 3328-0790    Cel.: +55 71 99933-2497   E-mail: vitor.rodrigo.lima@gmail.com 

 

 

Tradução nº. 147 

Folha nº. 07 

Livro nº. 04 

Eu, Vitor Rodrigo de Lima, Tradutor Público e Intérprete Comercial, conforme Decreto Federal 

nº 13.609, de 21/10/1943, certifico e dou fé, para os devidos fins de direito, que o texto abaixo é 

a tradução fiel de um documento em língua espanhola que me apresentou a parte interessada, em 

16/01/2021, registrado sob o número 147, à folha 07, do livro 04. 

1ª. Folha - Anverso 

[Escudo de Armas da República Argentina] 

República Argentina - Poder Executivo Nacional 

2020 - Ano do General Manuel Belgrano 

Resolução 

Número: RESOL-2020-2784-APN-MS 

CIDADE DE BUENOS AIRES. 

Quarta-feira, 23 de dezembro de 2020. 

Referência: EX-2020-87843822--APN-SSGA # MS 

TENDO VISTO o Processo EX-2020-87843822--APN-SSGA#MS, as Leis números 27.491 e 

27.573, o Decreto nº. 260/2020, a Decisão Administrativa nº. 1.721/2020, o Processo EX-2020-

77433784--APN-SSGA#MS e 

CONSIDERANDO: 

Que a Lei nº. 27.491 entende que a vacinação é uma estratégia de saúde pública preventiva e 

altamente eficaz e a considera um bem social, sujeita aos princípios da gratuidade, interesse 

coletivo, disponibilidade e ampla participação, e em seu artigo 2º. declara que vacinação como 

de interesse nacional. 

Que o Decreto de Necessidade e Urgência nº. 260/2020 dispôs ampliar a Emergência Pública 

em matéria de saúde instituída pela Lei nº. 27.541, em virtude da Pandemia declarada pela 

ORGANIZAÇÃO MUNDIAL DE SAÚDE (OMS) em relação à COVID- 19, por um período 

de UM (01) ano. 
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Que o artigo 2º. do referido Decreto estabeleceu, no âmbito da emergência declarada, as 

atribuições deste MINISTÉRIO DA SAÚDE como autoridade de execução. 

Que a pandemia COVID-19 produzida pelo Coronavírus SARS-Cov-2 causou a perda de 

centenas de milhares de vidas no mundo. 

Que o desenvolvimento e a implantação de uma vacina segura e eficaz para prevenir a COVID-

19 é essencial para o controle da evolução da doença, seja por meio da redução da 

morbimortalidade, seja pela redução da transmissão do vírus. Com isto, contar com uma vacina 

não só permitirá melhorar substancialmente o cuidado da vida e a saúde dos habitantes do país, 

mas também o restabelecimento pleno das atividades econômicas e sociais. 

Que a Lei nº. 27.573 declarou de interesse público a pesquisa, desenvolvimento, fabricação e 

aquisição de vacinas destinadas a gerar imunidade adquirida contra COVID-19 no âmbito da 

emergência sanitária instituída pela Lei nº. 27.541 e ampliada pelo Decreto nº. 260/20, suas 

alterações e regulamentações complementares, com o objetivo de garantir a cobertura da 

população com vacinas seguras e eficazes contra a COVID-19. 

Que a Lei nº. 27.573, em seu artigo 8º, estabelece que o adquirente de vacinas destinadas a 

gerar imunidade adquirida contra a COVID-19, objeto dessa lei, deve apresentá-las à 

Administração Nacional de Medicamentos, Alimentos e Tecnologia Médica (A.N.M.A.T.) 

para os fins da intervenção de sua competência e deve ser autorizada pelo Ministério da Saúde, 

antes de sua utilização na população alvo. 

2ª. Folha - Anverso 

Que, da mesma forma, o artigo 9º. da Lei nº. 27.573 autoriza, em razão do caráter excepcional 

do contexto pandêmico, os órgãos competentes a realizarem a homologação emergencial das 

vacinas objeto dessa lei, com o devido respaldo de evidências científicas e bioética na qual se 

permita comprovar a sua segurança e eficácia. 

Que a citada norma habilita e autoriza o MINISTÉRIO DA SAÚDE a tomar medidas para 

atingir o objetivo de garantir a imunização da população enquanto durar a emergência sanitária 
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declarada pela Lei nº. 27.541 e ampliada pelo Decreto nº. 260/20, ou aquela normativa que a 

prorrogue. 

Que, de acordo com as ações tramitadas pelo EX-2020-77433784--APN-SSGA#MS, o 

MINISTÉRIO DA SAÚDE firmou um ACORDO DE FORNECIMENTO para adquirir a 

vacina denominada Gam-COVID-VAC, marca Sputnik V, registrada no INTERNACIONAL 

BUREAU OF THE WORLD INTELLECTUAL PROPERTY ORGANIZATION, em 16 de 

setembro de 2020, com registro número 1559555, e que possui a Autorização de 

Comercialização na Rússia sob o número LP-006395, desenvolvida pelo Centro Nacional 

Gamaleya de Epidemiologia e Microbiologia da Rússia. 

Que no âmbito das tarefas realizadas pela COMISSÃO NACIONAL DE IMUNIZAÇÕES 

(CO.NA.IN.), constitui-se um grupo de trabalho especialmente dedicado à Vacina para a 

COVID-19 e foram expostos os avanços relativos ao desenvolvimento do Vacina Sputnik V e 

que esta deu o seu aval correspondente. 

Que em conjunto com a COMISSÃO NACIONAL DE SEGURANÇA DE VACINAS criada 

através da Resolução nº. 259/2013, desenvolveu-se um sistema de vigilância que permite 

detectar os eventos supostamente atribuídos a vacinas e imunizações (ESAVI), bem como 

proceder a uma correta análise e classificação dos mesmos, a fim de ter uma ferramenta que 

garanta a segurança das vacinas utilizadas e permita sua vigilância adequada. 

Que no âmbito do CONSELHO FEDERAL DE SAÚDE (CO.FE.SA.) se realizou, de forma 

conjunta, um trabalho constante e sustentado com todas as Províncias e a Cidade Autônoma de 

Buenos Aires para desenvolver uma estratégia federal de imunização que inclua a situação 

epidemiológica, a situação e as capacidades do sistema de saúde, bem como os planos estaduais 

de implementação correspondentes. 

Que, por sua vez, a DIREÇÃO NACIONAL DE CONTROLE DE DOENÇAS NÃO 

TRANSMISSÍVEIS elaborou o laudo técnico sobre a eficácia da vacina Sputnik V, produto 
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constituído por duas (02) doses: uma do vetor adenovírus Ad26 (primeira injeção) e outra do 

Ad5 (segunda injeção), concluindo que é aconselhável continuar com o pedido de autorização 

emergencial da mesma. 

Que a SUBSECRETARIA DE ESTRATÉGIAS DE SAÚDE concordou com o referido laudo 

técnico. 

Que a SECRETARIA DE ACESSO À SAÚDE concordou com as atuações do referido 

processo do ponto de vista de suas atribuições. 

Que a vacina Gam-COVID-Vac (SputnikV) possui o devido Certificado de Fase III, fornecido 

pelo Centro Nacional Gamaleya de Epidemiologia e Microbiologia da Rússia.  

Que a Administração Nacional de Medicamentos, Alimentos e Tecnologia Médica interveio, 

no âmbito de suas atribuições, recomendando a autorização da vacina Sputnik V. 

Que na referida A.N.M.A.T. tem informado a realização de visitas ao Instituto Gamaleya na 

Federação Russa, criador da vacina Sputnik V, responsável pela construção da qualidade e 

responsável pela liberação dos lotes processados e, também, como parte das visitas 

programadas, foram atendidas as fábricas de Generium e Biocad, entre outras, que fazem parte 

do processo produtivo da mesma. 

Que as referidas visitas realizadas com o objetivo de efetuar a verificação técnica dos 

estabelecimentos e dos processos de fabricação utilizados nos produtos, foram realizadas entre 

os dias 14 e 18 de dezembro e mostraram que são aceitáveis e compatíveis com o estabelecido 

na regulamentação em vigor na República Argentina. 

3ª. Folha - Anverso 

Que antes e durante o referido processo, a A.N.M.A.T. recebeu sequencialmente a informação 

correspondente, conforme estabelecido no procedimento de autorização emergencial, em 

relação ao cumprimento das normas exigidas pelo órgão regulador de plantas processadoras, o  

desenvolvimento e a elaboração dos produtos, bem como sua certificação no país de origem e 
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atendimento a padrões de qualidade; e, acessou informações sobre sua segurança e eficácia 

superiores a 91%, bem como aquela que indica que não houve eventos adversos graves, nem 

foram identificadas diferenças significativas na eficácia observada nas diferentes faixas etárias 

que participaram dos ensaios clínicos.  

Que, da mesma forma, os dados fornecidos e as análises iniciais realizadas pelo proprietário 

do produto indicam o uso da vacina em faixas etárias específicas, esse tipo de autorização é 

alimentado pelo aporte sequencial e sucessivo de informação adicional, cuja análise permitiria 

a possibilidade estender sua indicação de uso a outras faixas etárias que não as inicialmente 

estabelecidas. 

Que, neste contexto e dadas as características dos processos de desenvolvimento das vacinas 

em situações de pandemia, foi estabelecido um Plano de Gestão de Riscos pelo MINISTÉRIO 

DA SAÚDE na sua qualidade de adquirente, no qual permite a monitorização e a coleta de 

informações relacionada à segurança e eficácia do produto, assim como ao registro de possíveis 

efeitos adversos ou clinicamente significativos, conforme os estabelecidos nos esquemas 

vigentes. 

Que, ademais, a A.N.M.A.T., por meio do Sistema Nacional de Farmacovigilância, certifica 

como sólida a experiência na vigilância da segurança de medicamentos em geral e das vacinas 

em particular, estabeleceu um plano específico para vigilância da vacinação contra COVID-

19. 

Que pelo exposto e considerando a situação atual de emergência sanitária, o contexto 

internacional que limita o acesso a outras alternativas devido à disputa global que se apresenta 

e na medida em que os benefícios conhecidos e potenciais são superiores aos riscos conhecidos 

e potenciais para a saúde da população, a A.N.M.A.T. recomendou ao Ministro da Saúde da 

Nação conceder a Autorização de Emergência da vacina Sputnik V, tendo em vista que a vacina 

referenciada neste relatório atualmente se apresenta como uma ferramenta terapêutica, segura 



  

Vitor Rodrigo de Lima 
Tradutor Público e Intérprete Comercial Espanhol 

Matrícula JUCEB nº. 24 
 

6 

 

Rua Marieta Alves, 165, Itaigara. Salvador/BA. CEP: 41.815-260 

Tel.: +55 71 3328-0790    Cel.: +55 71 99933-2497   E-mail: vitor.rodrigo.lima@gmail.com 

 

 

Tradução nº. 147 

Folha nº. 07 

Livro nº. 04 

e eficaz, de acesso para que o nosso país baixe a mortalidade, reduza a morbidade e diminua a 

transmissibilidade da doença COVID-19 produzida pelo vírus SARS-Cov-2. 

Que a DIREÇÃO GERAL DE ASSUNTOS JURÍDICOS interveio conforme a sua 

competência. 

Que na presente medida se dita no uso das faculdades conferidas pela Lei nº. 27.573, no âmbito 

da Lei nº. 27.541 e do Decreto nº. 260/20. 

Por isto, 

O MINISTRO DA SAÚDE RESOLVE: 

ARTIGO 1º.- Autorizar, em caráter de urgência, a vacina Gam-COVID-Vac, denominada 

Sputnik V, desenvolvida pelo Centro Nacional Gamaleya de Epidemiologia e Microbiologia 

da Rússia, em virtude do disposto nos artigos 8º. e 9º. da Lei nº. 27.573 e conforme as 

recomendações da Administração Nacional de Medicamentos, Alimentos e Tecnologia 

Médica. 

ARTIGO 2º.- Notifique-se a presente resolução à Administração Nacional de Medicamentos, 

Alimentos e Tecnologia Médica (A.N.M.A.T.). 

ARTIGO 3º..- Comunique-se, publique-se, dê-se ciência à DIREÇÃO NACIONAL DE 

REGISTRO OFICIAL e arquive-se. 

4ª. Folha - Anverso 

Digitally signed by Gines Mario GONZALEZ GARCIA. 

Date: 23.12.2020 13:08:59 ART 

Location: Cidade Autônoma de Buenos Aires 

Ginés Mario González García 

Ministro 

Ministério da Saúde 

Digitally signed by Gestão Documental Eletrônica. 
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Date: 23.12.2020 13:09:08 -03:00 

* * * * * * * * * * * * * * * 

Nada mais consta no documento acima, que devolvo a parte interessada com esta tradução fiel, 

por mim conferida, achada conforme, assino. 

Salvador, Bahia, Brasil, 16 de janeiro de 2021. 

 
 

Vitor Rodrigo de Lima 
Tradutor Público e Intérprete Comercial Espanhol 

 

 

 



 
PROCURADORIA-GERAL DO ESTADO DO PARÁ 

NÚCLEO DE ASSESSORAMENTO À ADMINISTRAÇÃO DIRETA 

CONSULTORIA JURÍDICA DA SECRETARIA DE SAÚDE PÚBLICA 
 

1 

DESPACHO 

 

Ref. PAE n.º 2021/305382  

 
 

 

De ordem, procedo a juntada dos seguintes documentos em anexo, e os 

encaminho ao Secretário-Adjunto de Gestão Administrativa, para providências. 

 

• Termo de cooperação internacional (firmado pela Bahia com o Fundo Russo - 

RDIF)  

• Minuta do contrato (inglês e versão em língua portuguesa tradutor público) ; 

• Matriz de risco (versões em inglês e português);  

• Documentação do fornecedor (versões em russo e traduzida); 

• Certificado de registro da vacina na Russia (versões em russo e traduzida); 

• Estudo publicado na revista lancet, sobre os resultados dos estudos de fase 3 da 

vacina Sputnik-V;  

• Documentos de aquisição de vacinas por outros países ; 

• Resolução 2020-2784-APN-MS do Ministério da Saúde da Argentina, com a 

autorização emergencial de uso da Sputnik V; 

• E-mails de tratativas realizadas por outros entes federativos;  

• Decreto de estado de calamidade no âmbito estadual;  

• Plano nacional de operacionalização da vacinação contra a COVID-19;  

• Plano de vacinação do Estado;  

• Carta do CONASS à nação, sobre o atual contexto da pandemia e a necessi-

dade de adoção de medidas restritivas eficazes e implementação da vacinação;  

• Nota pública do Conselho nacional de Procuradores-Gerais de Justiça dos Es-

tados e da União – CNPG. 

 

Belém, 18 de março de 2021. 

 

(assinado digitalmente) 

MAURÍCIO DE JESUS NUNES DA SILVA 

Procurador do Estado do Pará 
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Processo 2021/305382

Assunto: aquisição emergencial de vacinas contra a COVID19 - Sputnik

 

Ao GTORC/SESPA

 

Diante da autorização do sr. Secretário de Estado de Saúde Pública (seq. 04),

encaminham-se os autos para dotação orçamentária conforme indicado no termo de

referência (seq. 02).

 

Belém, 19 de março de 2021.

 

ARIEL DOURADO SAMPAIO MARTINS DE BARROS

Secretário Adjunto de Gestão Administrativa 
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DEPARTAMENTO GT ORÇAMENTO

 

 

 
Belém/PA, 19 de Março de 2021. 

 
Processo nº 2021/305382 

  
 

Para: SAGA.  

 
 
 Informamos dotação orçamentária para atender despesa com a 

aquisição de 3.000.000 (três milhões) de doses da VACINA SPUTNIK-V, para 

garantir a realização das ações de imunização no âmbito de todo o estado do 

Pará, considerando a urgência da vacinação contra a COVID-19 no âmbito 

estadual, em decorrência do quantitativo limitado de vacinas pelo Programa 

Nacional de Imunização.  De acordo com o Termo de Referencia 

(Anexo/Sequencial: 2) e conforme orientação da SAGA (Anexo/Sequencial: 45). 

Considerando o valor unitário de cada dose a US$ 9,95 e a cotação do dólar no 

dia 19/03/2021 a R$ 5,5076. 

Encaminhamos os autos para ciência e deliberação. 

 

 

 

 

 

Gheysa Angélica Paiva Ramos  Millene Lobato Lobato 

Matrícula: 57195630-1  Coordenadora 

GT - Orçamento  GT - Orçamento 

GT - ORÇAMENTO 

Dotação Orçamentária: 8288  

Elemento de Despesa: 339030 

Fonte de Recurso: 0301 / 0349 / 0149 / 0103  

Ação: -------------------- Valor: R$ 164.401.860,00 
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19/03/2021 Conversor de Moedas

https://www.bcb.gov.br/conversao 1/1

Conversor de Moedas

Data da cotação 19/03/2021

Resultado da conversão

O cálculo efetuado tem caráter informativo e não substitui as disposições da norma cambial brasileira para casos especí�cos de conversão.

Conversões disponíveis para datas informadas a partir de 01/02/1999.

Para dias não úteis, assume-se a cotação do dia útil imediatamente anterior.

O Banco Central não assume qualquer responsabilidade pela não simultaneidade ou falta das informações prestadas, assim como por eventuais erros de paridades

das moedas, ou qualquer outro, salvo a paridade relativa ao dólar dos Estados Unidos da América em relação ao Real. Igualmente, não se responsabiliza pelos

atrasos ou indisponibilidade de serviços de telecomunicação, interrupção, falha ou pelas imprecisões no fornecimento dos serviços ou informações. Não assume,

também, responsabilidade por qualquer perda ou dano oriundo de tais interrupções, atrasos, falhas ou imperfeições, bem como pelo uso inadequado das

informações contidas na transação.

Valor

 29.850.000,00

Converter de

Dólar dos Estados Unidos (USD) 



Para

Real (BRL) 



Conversão de: Dólar dos Estados Unidos/USD (220) 

Valor a converter: 29.850.000,00

Para: Real/BRL (790) 

Resultado da conversão: 164.401.860,00

Data cotação utilizada: 19/03/2021 

Taxa:  
1 Dólar dos Estados Unidos/USD (220) = 5,5076 Real/BRL (790) 

1 Real/BRL (790) = 0,1815673 Dólar dos Estados Unidos/USD (220)
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Processo nº 2021/305382

Interessado: Divisão de Vigilância em Saúde

Assunto: Aquisição emergencial de vacinas para imunização contra a COVID-19 –

Sputnik-V

 

 

Ao Gabinete do Secretário/SESPA

 

Diante da Nota Técnica nº 06/2021 DVS/SESPA (seq. 03), que dispõe sobre a

necessidade urgente de aquisição de vacinas contra a COVID-19 para imunização da

população paraense ante a impossibilidade, diante do panorama atual, do Governo

Federal cumprir com o plano nacional de imunização, atendendo 90% dos grupos

prioritários, em tempo hábil para diminuir a curva de contágio e desacelerar a iminente

crise e consequente colapso do sistema de saúde estadual, com a lotação máxima dos

hospitais, unidades de atendimento especializado, policlínicas e unidades de

atendimento básico, foi elaborado Termo de Referência Simplificado para a aquisição

emergencial da vacina Sputnik-V (seq. 02) pelo setor técnico.

Conforme se depreende dos autos, foi autorizado o prosseguimento do feito pelo sr.

Secretário de Estado de Saúde Pública (seq. 04), tendo sido os autos instruídos com

toda a documentação necessária para instruir processo administrativo para a aquisição

das vacinas em similitude com as tratativas realizadas pelo Governo da Bahia com o

Fundo Russo (RDIF).

Há disponibilização de dotação orçamentária (seq. 46) para o montante total para

aquisição de 3.000.000 (três milhões) de doses de vacinas, a US$9,95 cada, totalizando

US$29.850.000,00 (vinte e nove milhões, oitocentos e cinquenta mil dólares), convertido

para a moeda brasileira no câmbio atual ao quantum de R$164.401.860,00 (cento e

sessenta e quatro milhões, quatrocentos e um mil, oitocentos e sessenta reais),

conforme informações do Banco Central do Brasil (seq. 47), resultando em valor unitário

de R$54,80 (cinquenta e quatro reais e oitenta centavos).

Considerando que o valor unitário da vacina contra SARS-Cov2 da fabricante Fundação

Butantan, CoronaVac, é R$58,20 (cinquenta e oito reais e vinte centavos) e da fabricante

Pfizer é de US$19,50 (equivalente a R$107,3982), verifica-se a vantajosidade

econômica da aquisição da vacina Sputnik-V, porque mais barata e com parecer técnico
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favorável para atender à demanda da população paraense.

Deste modo, encaminham-se os autos para conhecimento e deliberação.

 

Belém, 19 de março de 2021.

 

 

ARIEL DOURADO SAMPAIO MARTINS DE BARROS

Secretário Adjunto de Gestão Administrativa
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Considerando o Despacho (sequencial nº 48) autorizo a dispensa de licitação para

aquisição emergencial de vacinas Sputnik V, de forma a complementar a estratégia de

imunização da população paraense frente ao combate a pandemia do Covid-19;

À PGE pra conhecimento e providências cabíveis.
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* URGENTE*

 

À CECAD,

Tombar e incluir no SAJ. Processo de categoria 02.

Encaminhar ao setor competente. (PCON) 

 

À PCON, 

Encaminho para análise e providências.

Distribuição na forma dirigida para Procuradora Carla Melém.

At.te

 

Adriana Franco Borges Gouveia

Procuradora do Estado do Pará

Procuradora-Geral Adjunta Administrativa
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De: Coordenacao de Apoio Administrativo - COADI administrativo.gadip@anvisa.gov.br
Assunto: RES: Solicitação de Importação Excepcional do Imunizante para COVID-19. Lei nº 14.124/2021.

Data: 5 de abril de 2021 16:10
Para: ricardo.sefer@pge.pa.gov.br

Cc: tlccampos2@gmail.com

 
 
Prezado(a),
 
Acusamos recebimento e informamos que a documentação foi cadastrada no sistema
SEI sob nº 25351.909490/2021-95.
 
Atenciosamente,
 
Coordenação de Apoio Administrativo – Coadi
Gabinete do Diretor Presidente - Gadip
Agência Nacional de Vigilância Sanitária - Anvisa
(grj)
 

De: Ricardo Sefer <ricardo.sefer@pge.pa.gov.br>
Enviado: segunda-feira, 5 de abril de 2021 15:51
Para: GGPAF - Gerencia Geral de Portos, Aeroportos, Fronteiras
<GGPAF@anvisa.gov.br>; Gabinete do Diretor Presidente
<gabinete.presidencia@anvisa.gov.br>
Cc: Thiago Campos - Subsecretário Consórcio Nordeste <tlccampos2@gmail.com>
Assunto: Solicitação de Importação Excepcional do Imunizante para COVID-19. Lei
nº 14.124/2021.
 
Senhor Diretor, 
 
Em nome do Estado do Pará, encaminho documentação necessária à obtenção de
autorização excepcional para importação pelo Governo do Estado do Pará da vacina
Sputnik-V:
 
1) Ofício nº 803/2021-GAB/SESPA
2) Declaração de Insuficiência PNOVCovid
3) Declaração de responsabilidade quanto à farmacovigilância.
 
 
Oportunamente, nos colocamos a disposição para esclarecimentos e/ou
complementação de informações pelos seguintes contatos:
ricardo.sefer@pge.pa.gov.br ou 91-981216042
 
 
Sds,
 
Ricardo Nasser Sefer
Procurador-Geral do Estado
ricardo.sefer@pge.pa.gov.br
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Quinta Diretoria

SIA Trecho 5, Área Especial 57, Brasília/DF, CEP 71205-050
Telefone: 0800 642 9782 - www.anvisa.gov.br

 
Ofício nº 101/2021/SEI/DIRE5/ANVISA
 

Ao Senhor

Helder Zahluth Barbalho

Governador do Estado do Pará

Tv. Lomas Valentina, 2190 - Marco

Belém - PA. CEP: 66.093-677

ricardo.sefer@pge.pa.gov.br; tlccampos2@gmail.com 

 

Com cópia

Ao Senhor 

Rômulo Rodovalho Gomes

Secretário da Saúde do Estado do Pará

  

Assunto: Solicitação de autorização para importação em caráter excepcional de doses da Vacina
Sputnik V.

Referência: Caso responda este Ofício, indicar expressamente o Processo nº 25351.909490/2021-95.

  

Senhor Governador,

 

1. Cumprimentando-o  cordialmente,  em  atenção  ao  Ofício  n°  803/2021-GAB/SESPA,  por
meio do qual o  Estado do Pará solicita a importação excepcional da Vacina Sputnik V, com fulcro no
disposto na Lei nº 14.124, de 10 de março de 2021, para uso na imunização contra a Covid-19, informamos
que os documentos recebidos se encontram em análise, à luz da Resolução de Diretoria Colegiada - RDC
nº 476, de 10 de março 2021, que “Estabelece os procedimentos e requisitos para submissão de pedido de
autorização excepcional e temporária para importação e distribuição de medicamentos e vacinas contra
Covid19 para o enfrentamento da emergência de saúde pública de importância nacional decorrente do surto
do novo coronavírus (SARS-CoV-2), nos termos da Lei nº 14.124, de 2021”.

2. Após a verificação dos documentos da instrução processual e considerando o interesse de
onze Estados da Federação na importação da referida vacina, dirigimo-nos a Vossa Excelência para sugerir
o agendamento de reunião de trabalho entre os Governadores e os diretores desta Agência,  com o objetivo
de darmos continuidade às tratativas referentes aos pedidos de importação em caráter excepcional.

3. Por oportuno, informamos que foi solicitado o apoio do Fórum Nacional de Governadores,
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para coordenação de dia e horário acessível a todos os nove Governadores com vistas à realização da
referida reunião. Esta Agência sugere que o encontro seja realizado na próxima terça-feira, dia 06 de abril,
às 15 horas ou em qualquer outro horário que seja da conveniência dos governadores.

4. Informamos, ainda, que até o momento, a Anvisa recebeu pedidos de importação da vacina
Sputinik V dos seguintes Estados: Bahia, Acre, Rio Grande do Norte, Maranhão, Mato Grosso, Piauí,
Ceará, Pernambuco, Sergipe, Rondônia e Pará.     

5. Permanecemos à disposição para os esclarecimentos eventualmente necessários.

 
Anexos:               I - Ofício nº 135/2021/SEI/GADIP-DP/ANVISA (SEI nº 1393499).

  

Atenciosamente,

 

  

  

 

Documento assinado eletronicamente por Meiruze Sousa Freitas, Diretora, em 05/04/2021, às 18:01,
conforme horário oficial de Brasília, com fundamento no art. 6º, § 1º, do Decreto nº 8.539, de 8 de
outubro de 2015 http://www.planalto.gov.br/ccivil_03/_Ato2015-2018/2015/Decreto/D8539.htm.

Documento assinado eletronicamente por Alex Machado Campos, Diretor, em 05/04/2021, às 18:02,
conforme horário oficial de Brasília, com fundamento no art. 6º, § 1º, do Decreto nº 8.539, de 8 de
outubro de 2015 http://www.planalto.gov.br/ccivil_03/_Ato2015-2018/2015/Decreto/D8539.htm.

Documento assinado eletronicamente por Romison Rodrigues Mota, Diretor Substituto, em
05/04/2021, às 18:02, conforme horário oficial de Brasília, com fundamento no art. 6º, § 1º, do
Decreto nº 8.539, de 8 de outubro de 2015 http://www.planalto.gov.br/ccivil_03/_Ato2015-2018
/2015/Decreto/D8539.htm.

Documento assinado eletronicamente por Cristiane Rose Jourdan Gomes, Diretor, em 05/04/2021,
às 19:16, conforme horário oficial de Brasília, com fundamento no art. 6º, § 1º, do Decreto nº 8.539, de
8 de outubro de 2015 http://www.planalto.gov.br/ccivil_03/_Ato2015-2018/2015/Decreto/D8539.htm.

A autenticidade deste documento pode ser conferida no site https://sei.anvisa.gov.br/autenticidade,
informando o código verificador 1396104 e o código CRC 20B69CF2.

Referência: Caso responda este Ofício, indicar expressamente o Processo nº 25351.909490/2021-95 SEI nº 1396104
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FOLHA DE DESPACHO

 
 

Ao Exmo. Secretário de Estado de Saúde,

 

Tendo em vista a assinatura do contrato objeto do presente processo, conforme já

anexado aos autos, remeto o PAE para ciência e demais encaminhamentos sobre a

presente contratação, notamente em observância aos termos do Parecer da PGE

(eventos 52 a 54), aprovado pelo despacho constante do evento 57.

 

Ricardo Nasser Sefer

Procurador-Geral do Estado
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FOLHA DE DESPACHO

 
 

Ao Gabinete,

DE ORDEM.

Encaminho os autos constando o despacho da PGE endereçada ao Sr. Secretário.

Ana Paula Nascimento

CONJUR/SESPA
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GABINETE DO SECRETÁRIO  

 

 
 

PROCESSO: 2021/305382 

INTERESSADO: SESPA 

ASSUNTO: PLANO NACIONAL DE OPERACIONALIZAÇÃO DA VACINAÇÃO 

 

 

 

À SAGA 

 

Considerando o teor do despacho do Procurador-Geral do Estado, remeto os autos para 

conhecimento e demais providências constantes no parecer da PGE (seq. 52-54) aprovado 

pelo despacho do seq. 57.  

 

 

 

Belém, 06 de abril de 2021. 

 

RÔMULO RODOVALHO GOMES 

Secretário de Estado de Saúde Pública 
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FOLHA DE DESPACHO

 
 

Processo nº 2021/305382

Interessado: Divisão de Vigilância em Saúde

Assunto: Aquisição emergencial de vacinas para imunização contra a COVID-19 –

Sputnik-V

 

 

Ao GT Contratos e Convênios/SESPA

 

Diante do teor do Parecer nº 000236/2021 PGE (seq. 52-54), aprovado pela

Procuradora-Geral Adjunta Administrativa (seq. 57), encaminham-se os autos para

providências quanto à tradução oficial para o português dos documentos em língua

estrangeira e publicação no portal da transparência, salvo as informações de cunho

confidencial, tendo em vista que as providências para autorização excepcional de

importação já foram adotadas (seq. 59-61).

 

Belém, 08 de abril de 2021.

 

 

ARIEL DOURADO SAMPAIO MARTINS DE BARROS

Secretário Adjunto de Gestão Administrativa
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Gabinete do Diretor-Presidente - Chefe de Gabinete
SIA Trecho 5, Área Especial 57, Brasília/DF, CEP 71205-050

Telefone: 0800 642 9782 - www.anvisa.gov.br
Ofício nº 807/2021/SEI/GADIP-CG/ANVISA
 
 
Ao Senhor
Helder Zahluth Barbalho
Governador do Estado do Pará
Tv. Lomas Valentina, 2190 - Marco
Belém - PA. CEP: 66.093-677
ricardo.sefer@pge.pa.gov.br; tlccampos2@gmail.com 
 
Com cópia
Ao Senhor 
Rômulo Rodovalho Gomes
Secretário da Saúde do Estado do Pará

  

Assunto: Solicitação de autorização para importação em caráter excepcional de doses
da Vacina Sputnik V.

Referência: Caso responda este Ofício, indicar expressamente o Processo nº
25351.909490/2021-95.

  

Senhor Governador,

  

1. Cumprimentando-o cordialmente, em atenção ao Ofício n° 803/2021-
GAB/SESPA, por meio do qual o Estado do Pará solicita a importação excepcional da Vacina
Sputnik V, com fulcro no disposto na Lei nº 14.124, de 10 de março de 2021, para uso na
imunização contra a Covid-19, informamos que os documentos recebidos se encontram em
análise, à luz da Resolução de Diretoria Colegiada - RDC nº 476, de 10 de março 2021, que
“Estabelece os procedimentos e requisitos para submissão de pedido de autorização
excepcional e temporária para importação e distribuição de medicamentos e vacinas contra
Covid19 para o enfrentamento da emergência de saúde pública de importância nacional
decorrente do surto do novo coronavírus (SARS-CoV-2), nos termos da Lei nº 14.124, de
2021”.

2. Após verificação da instrução processual, o pleito atende aos requisitos
estabelecidos pelos incisos I a IV do art. 12 da RDC 476/2021. Contudo, a Anvisa,
para oferecer o parecer estabelecido no caput do art. 16 da Lei nº 14.124/2021, deve conferir
se o registro concedido pela autoridade sanitária internacional alcançou os requisitos mínimos
de qualidade, segurança e eficácia, conforme estabelecido pelo § 3º desse mesmo artigo.
Nesse sentido, verifica-se que o Certificado de Registro emitido pelo Ministério da Saúde da
Rússia não veio consubstanciado por relatório técnico ou dossiê, que ateste os aspectos de
qualidade, segurança e eficácia da vacina que subsidiaram a decisão da autoridade

Ofício 807 (1401653)         SEI 25351.909490/2021-95 / pg. 1
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estrangeira.   

3. Diante disso, a Anvisa agiu de ofício, até mesmo antes de promover diligência
no presente processo, para tentar obter as informações que superassem a deficiência
apontada, não obtendo, até o momento, sucesso nessa iniciativa.

4. Nesse sentido, a assessoria de assuntos internacionais da Agência, a fim
de contribuir com o esforço de obtenção de informações técnicas necessárias para suprir
eventuais lacunas de informação, notadamente a ausência do "relatório técnico da avaliação
das vacinas" previsto no § 3º do Art. 16 da Lei 14.124/2021, adotou iniciativas como:

- envio de pedidos de informações às autoridades da Rússia, da Argentina e do
México;

- realização de reuniões com a Agência Europeia de Medicamentos (EMA);

- busca de informações sobre eventos adversos nos países que estão utilizando
a vacina;

- participação de servidores da Anvisa no processo de avaliação da vacina pela
OMS, bem como realização de reuniões de coordenação com a OMS;

- interlocução com o Ministério das Relações Exteriores, tanto em Brasília,
quanto com a Embaixada do Brasil em Moscou, em busca de apoio para a obtenção de
informações; 

- tentativas de contatos em alto nível com as autoridades reguladoras russas,
com o objetivo de lograr acesso às informações pendentes; 

- avaliação e preparação de missão de inspeção da Anvisa à Rússia; e

- realização de reunião com o Fundo Russo e Ministério da Saúde da Rússia, no
dia 07/04, para solicitação do relatório técnico de análise da autoridade da Rússia. 

5. Ainda, na tentativa de suprir as informações necessárias, a Anvisa realizou
reunião com os Governadores para tratar dos pedidos de importação e informar que ainda não
fora possível obter informação que ateste os requisitos estabelecidos pelo § 3º do art. 16 da
Lei nº 14.124/2021 (qualidade, segurança e eficácia) afiançados pelo registro concedido pela
autoridade Russa. Também foi realizada reunião técnica com representantes do consórcio de
governadores do nordeste, com o objetivo de tratar do cumprimento do aspecto legal que
determina que o relatório da avaliação das vacinas contra a Covid-19, emitido ou publicado
pelas autoridades sanitárias internacionais, deverá ser capaz de comprovar que a vacina
atende aos padrões de qualidade, de eficácia e de segurança estabelecidos pela OMS ou
pelo ICH e pelo PIC/S.  

6. Até o momento, a Anvisa não teve acesso ao citado relatório e o certificado de
registro enviado não apresenta as informações estabelecidas pela Lei nº 14.124/2021, na
medida que não é possível, a partir dele, inferir que a vacina atende aos padrões de
qualidade, de eficácia e de segurança estabelecidos pela OMS ou pelo ICH e pelo PIC/S.

7. Diante do exposto, com fulcro no § 2º do art. 16 da Lei nº 14.124/2021, a Anvisa
requer a apresentação do relatório técnico de avaliação emitido ou publicado pela autoridade
sanitária responsável pela aprovação do registro da referida vacina (§ 3º do art. 16 da Lei nº
14.124/2021) ou, ainda, de outras informações quanto aos aspectos técnicos de qualidade,
segurança e eficácia da vacina que aportem para o preenchimento do requisito legal. Dados
referentes ao uso da vacina por outros países também podem ser úteis no cenário de
autorização de importação da vacina para uso no Brasil.  

8. Ressalto que a Anvisa continuará envidando todos os esforços necessários, a
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fim de receber o relatório técnico de avaliação da vacina ou, ainda, de prospectar informações
que possam atender as exigências da Lei nº 14.124/2021, para subsidiar a Agência na
avaliação do pleito. 

9. Por fim, esclareço que, conforme Lei nº 14.124, de 10 de março de 2021, os
prazos para decisão da Anvisa estão vinculados com o conteúdo das informações
apresentadas. Ademais, o § 4º do art. 12 da RDC 476/2021 estabelece que as solicitações de
esclarecimentos feitas pela Anvisa suspendem a contagem do prazo até que elas sejam
atendidas.

10. Agradeço antecipadamente pela compreensão e, munido da intenção comum de
disponibilizar vacinas com qualidade, segurança e eficácia à população, coloco-me à
disposição para todos os esclarecimentos que se façam necessários. 

 
 
Atenciosamente,
 
 
 

Documento assinado eletronicamente por Karin Schuck Hemesath Mendes, Chefe de
Gabinete, em 08/04/2021, às 15:32, conforme horário oficial de Brasília, com fundamento
no art. 6º, § 1º, do Decreto nº 8.539, de 8 de outubro de 2015
http://www.planalto.gov.br/ccivil_03/_Ato2015-2018/2015/Decreto/D8539.htm.

A autenticidade deste documento pode ser conferida no site
https://sei.anvisa.gov.br/autenticidade, informando o código verificador 1401653 e o código
CRC 5265ACAE.
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A SAGA

Trata os autos de Solicitação de autorização para importação em caráter excepcional de

doses da Vacina Sputnik V.

CONSIDERANDO deliberação pelo Exmo. Sr. Secretário Adjunto de gestão

Administrativa seq. 65 no qual: ...”encaminham-se os autos para providências quanto à

tradução oficial para o português dos documentos em língua.”

CONSIDERANDO que não temos contrato para tradução oficial de documentos em

língua estrangeira para o português;

Isto posto, retorna-se para deliberação, com sugestão de contratação emergencial dos

referidos serviços.

12.04.21

TOMAZ BRITO

Assessor GT Contratos e Convênios/ SESPA
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Processo nº 2021/305382

Interessado: Divisão de Vigilância em Saúde

Assunto: Aquisição emergencial de vacinas para imunização contra a COVID-19 –

Sputnik-V

 

 

Ao Departamento de Administração e Serviços/SESPA

 

Diante do teor do Parecer nº 000236/2021 PGE (seq. 52-54), aprovado pela

Procuradora-Geral Adjunta Administrativa (seq. 57), bem como diante da informação de

inexistência de contrato vigente para a tradução oficial para o português dos documentos

em língua estrangeira e publicação no portal da transparência, salvo as informações de

cunho confidencial, prestada pelo GTCC/SESPA (seq. 67), encaminham-se os autos

para providências quanto à abertura de processo para a contratação dos serviços de

tradução juramentada.

 

Belém, 23 de abril de 2021.

 

 

ARIEL DOURADO SAMPAIO MARTINS DE BARROS

Secretário Adjunto de Gestão Administrativa
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PROCESSO Nº: 2021/305382

INTERESSADO:

ASSUNTO:

 

À DIVISÃO DE SERVIÇOS GERAIS

De ordem,

Encaminhamos os autos para ciência e providências cabíveis quanto à abertura de

processo para a contratação dos serviços de tradução juramentada, considerando os

termos do despacho da SAGA (anexo/sequencial 68).

Em, 29/04/2021

 

MAURO FONSECA DE SOUZA

Administrador/DAS
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