COI'JTAILIEHME Ne *

r. Mockaa « » 202 1.

HaCTomuee Cornamenue 3aKJII0YeHO MCXKIY:

®denepaibHbIM OO0 IKETHBIM YUPEKICHUEM
«l'oCcylapCTBEHHBII ~ MHCTUTYT  JICKAPCTBEHHBIX
CPEACTB M HAUICKAIINX MPAKTHK», IOPUIAYECCKUM
JUIOM, 3apErUCTPUPOBAHHBIM U JIEHCTBYIOLIUM B
COOTBETCTBHM C 3aKOHOAATEeNhCTBOM Poccuiickoit
®Qenepaunu, B JIULE ,
JICUCTBYIOIIETO HAa OCHOBAaHUM JOBEPEHHOCTU
oT Ne , Jajlee UMEHYEeMOe
«YTIOJIHOMOUYEHHOE YUPEKICHUEY,

u
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AGREEMENT No. *
City of Moscow « » 202 .
The present Agreement is signed between:

Federal State Institution “State Institute of Drugs
and Good Practices”, a legal entity, registered and

operating under the laws of the Russian
Federation, represented by its
: acting

under the power of attorney dated
No. , hereinafter referred to as
“Authorized Institution”,

and

, a a legal
entity, registered and operating under the laws of
the Russian Federation, represented by its
, acting according to
, hereinafter referred to as

hereinafter jointly referred to as the “Parties” and

IOPUIMYECKAM JIUIIOM, 3aperHCTPUPOBAHHBIM H

NENCTBYIOIIUM B COOTBETCTBUU c

3aKoHOAaTenbCcTBOM Poccuiickonn ®Penepaunu, B

JuIe ,

JICUCTBYIOILIETO HA OCHOBAaHHUH , “Applicant”,

najee UMeHyeMoe «3asiBUTEIIbY,

B JanbHenIeM COBMECTHO UMEHYyeMbIe

«CTOpoHBI», a 10 OTAeIbHOCTH «CTOpOHAY. separately as the “Party”.
lCapantuun Warranties

CTOpOHBI TapaHTHPYIOT, YTO: The Parties warrant that:
(a) HamIe)aAIUM obpazom YUPEKICHBI,

3aperucTpUpPOBaHbl M IPAaBOMEPHO JEHCTBYIOT B
COOTBETCTBUM €  3aKOHOJATEIbLCTBOM  TOTO

rocyaapcCTsa, B KOTOpOM 3aperucCTpUpOBaHa
Kaxjaast nu3 CTOpOH, a TaKKC 4TO OHU UMCIOT IMPaBoO
3aKJIIOYUTH HaCTOAIICC COFJIaHICHI/Ie,
OCYIICCTBIIATDH CBOHU ImpaBa u HUCIIOJTHATDH
00513aHHOCTHU o COFJIE[HICHI/IIO, a paBHO
NpCaANpUHAIA BCE  KOPIOPATHBHBIEC W  HHBIC

ﬂeﬁCTBHH, HCOGXO,I[I/IMLIC JJI IoAIIMCaHuA
Hactosmiero CormameHus U HCIOJIHECHHS CBOHX
00513aTENBLCTB 10 HEMY,

(6) Hacrosee Cornamenue odopmieHo
HaJIe)KanmM oopazoM 1 CTOpOHA 110 HACTOSIIEMY
CornameHur0 MOXET OBITh TOHYXKICHAa K €ro

3asBUTEND Applicant

VnoiHOMOYeHHOE YUpeiKACHUEC

(@) the Parties are duly established, registered
and acting legitimately under the laws of the state
in which they are registered with power to enter
into the Agreement, and to exercise their rights
and perform their obligations under the
Agreement, as well as have undertaken all
corporate and other actions required for signing of
the Agreement and performance of their
obligations hereunder;

(b) the Agreement is duly formalized and the
Party under the Agreement may be compelled to
implement and perform the Agreement by court

Authorized institution

Crpannua / Page 1 u3 / of 20



UCIIOJIHCHUIO TI0 PELICHHIO CyAa U B CBSI3H C
HacrosimuM  CornamieHueM — He  TpeOyeTcs
o0ecneunTh WIM  TOATBEPIUTh  3aKOHHOCTD,
JNEUCTBUTEIBHOCTD, HCIOJHUMOCTD HACTOSILErO
Cornamenuss wiIM  JOKa3aThb €ro  HaJIU4yue
IIOCPEACTBOM  HOTAPUAIBHOIO  YAOCTOBEpPEHUS,
[10/1a4¥, BHECEHUS] PETUCTPALIMOHHON 3aIllMCU WUJIU
peructpauuu  Hacrosero ComnameHus Win
1:000r0 MHOTO MHCTPYMEHTA (JIOKYMEHTa) B CYJE,
rOCyIapCTBEHHOM YYPEXACHUHM WM MHOM OpraHe
B Poccuiickoin ®Penepanuu, WiIUM IIyT€M YIUIAThI
repOOBOro, PEruCTPAMOHHOIO WIN aHATOIHYHOIO
coopa unu Hanora B Poccuiickoii @enepanuy;

(B) B COOTBETCTBMM C HPHUMEHUMBIM IPaBOM
OBLIM COBEpILIEHBI, COOIOCHBI U BBIMOJIHEHBI BCE
JecTBuS, yCIIOBUS u ¢dbopmanpHOCTH,
COBEpIICHHE, COONIOJIECHUE W BBINOJHEHUE
KOTOPBIX TpeOyercs st Toro, yToosl (1) CTOpOHbI
MOTJIM Ha 3aKOHHBIX OCHOBAaHHUAX 3aKIIOYUThH
Hacrosimee Corjiamenue, OCYIIECTBIATH CBOU
paBa U UCIONHITH CBOU OOS3aHHOCTH, MPUHSATUE
KOTOPBIX  TPEAYCMOTPEHO B HACTOAILIEM
Cornamrennn, (i) o0ecHeYWTh MPABOMEPHOCTD,
JIeHCTBUTEILHOCTD, 00513aTeNbHYIO 97814
00s3aTeNbCTB, MPHUHATHE KOTOPBIX CTOpoHaAMU
npeaycMotpero B HactosiieMm Corarienuu, u (iii)

o0ecreunTh JOMYCTUMOCTh MPEACTAaBICHUS B
KauyeCcTBe JI0Ka3aTenbCTBa HACTOAILIETr0
CornanieHus B CyJ;

(r) moamucaHue CropoHamu HACTOSIIETO

Cornamienus, a TaKke OCYIIECTBIEHUE UMU CBOUX
IpaB U UCIOJHEHUE UMU CBOMX OOS3aHHOCTEH IO
HEMY HE IIPOTUBOPEYHNT:

() xakomy-nmubo moroBopy H (WJIH) KOHTPAKTY,
COTJIAIICHHIO C TPEThbUM JIMIOM, PEIICHHIO,
CyneOHOMY aKTy WIJIM TOCTaHOBICHHUIO, KOTOPHIC

3alpelialoT WM OTPaHUYMBAIOT  HCIOJHEHHE
Hactosiero CorjalmieHus,

WIH

(1 HOPMAaTHBHBIM IIPaBOBBIM aKTaM,
YUPEOUTETbHBIM U BHYTPEHHUM JIOKyMEHTaM
CtopoH;

WIH

(I11) ar060My IEHCTBYIOMIEMY 3aKOHY WM HHOMY
HOPMAaTUBHOMY aKTy (B TOM YHCIIE TOJIOKECHUSM,

3asBUTEND Applicant

VnoiHOMOYeHHOE YUpeiKACHUEC
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order and with respect to this Agreement it is not
required to ensure or affirm the legality, validity,
enforceability or prove its existence by means of
notary, submission, entry of registry record or
registration of this Agreement or any other
instrument (document) in court, government
institution or any other body in the Russian
Federation or by means of payment of stamp duty,
registration fee or equivalent levy or tax in the
Russian Federation;

(c) inaccordance with the applicable law all acts,
terms and formalities are carried out, whose
implementation, compliance and completion are
required in order that (i) Parties may lawfully enter
into such Agreement, exercise their rights and
perform their duties, the adoption of which is
envisaged in the Agreement. (ii) to ensure the
legality, validity and binding force, the adoption of
which is envisaged in the Agreement, and (iii) the
representation of this Agreement as an evidence to
the court is permitted,;

(d) signing the Agreement by the Parties and
exercising of their rights and performing their
duties as per the Agreement are not in variance
with:

() any other agreement and (or) contract,
agreement with a third-party, decision, judicial act
or decree that prohibit or limit the execution of this
Agreement;

or

(1) regulatory legal acts, constitutive instruments
and internal documents of the Parties;

or

(1) any applicable law or other regulatory act
(including provisions, procedures, orders, decrees,

Authorized institution
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nopsiiKam, yKazawm, MMOCTaHOBJICHUSIM,
WHCTPYKLUSM, PAaCHOpPSDKEHHUSM WM WHBIM aKTaMm
rOCy/IapCTBEHHOI'O0 WM  HAArOCYAApCTBEHHOTO
opraHa, opraHa MECTHOI'O CaMOYIPAaBIICHHUS,
MUHUCTEPCTBA U €ro JenapraMeHTa, a paBHO
JpPYrUX OpraHOB TOCYJIapCTBEHHOM BJIAcTH U
yIOpaBlIeHUS) WIH Ke OPUIUAIBHOMY  WIH
CylneOHOMY MPUKa3Yy.

(1)  CropoHbI HE OCYIIECTBIISITN
KOpIIOpaTUBHBIX JNENUCTBUN (npaB u
o0s3aHHOCTEH), M HE WHULUUPOBAIU MEPHI

(HaCKOJIbKO W3BECTHO U JOJDKHO TPEICTABISTHCS
CropoHaM) M TpOIEIypPhl TIO MPUHYIUTCILHOMY
pOCIyCKY, pa3JesieHHI0, JTUKBUIAINU, BBEACHUIO
HaOJIF0/ICHUS, BHEITHETO YIPABJICHUS, a TaKXKe 110
HA3HAUEHUIO  KOHKYPCHOTO  YIIPABIISAIOLIETO,
BPEMEHHOTO YIIPABJISIONIETO, BHEIITHETO
YIIPABJISAIONIETO, JIOBEPUTEIHHOTO YIPABIISIOIIETO
(pactiopsiauTenss / JTOBEPEHHOIO COOCTBEHHHKA)
WIA aHAJOTUYHOTO JOJDKHOCTHOTO JIMIA B
otHomieHud CTOPOH WM JIOOBIX UX AaKTHUBOB U
JI0XOJIOB;

(e)  orcyrcTByeT (HACKOJIBKO HW3BECTHO U
JIOJKHO — mpenactaBisaThess  CTopoHam) — yrposa
Havaja CyAeOHBIX WM  aJMHUHHCTPATHUBHBIX
nporueccoB (pa3dupaTensCTB B Cye WIM Oprase),
u CTOpOHBI HE HapylIlajld JOTOBOPOB, B TOM
CTCTICHU U B TOM OOBEME, KOTOpbIE MOIJIA OBl
OKa3aTh CYIIECTBEHHOE HEOJIaroNpHUsATHOE
BIUSHHE Ha WX CHOCOOHOCTh  UCHOJHSTH
o0s13aTenbcTBa 10 HacTosmeMy CoranieHuro;

(k)  umHpoOpManus, IIPEI0CTaBICHHAS
Croponamu Ipyr Apyry B CBSI3M C HacTOSALIUM
CornamienueM, gBISETCS JTOCTOBEPHOM, MOJHON U
TOYHOU BO BCEX CYILIECTBEHHBIX OTHOILICHHSAX I10
COCTOSIHUIO Ha JaTy €€ IPEICTaBICHHs, OHA HE
SBJISIETCS BBOJALIEH B 3a0I1yKICHHUE.

1. [lonsatus, ncnonb3yemole B CornanieHun

1.1 «3asBuUTENDY - MPOU3BOIUTEND JIEKAPCTBEHHBIX
CpPenCcTB IS MEAWIIMHCKOTO  TPUMEHEHHUS,
UMEIOIINI pa3perienne (JIMIEH3WI0) Ha TaKOM B
NESATETbHOCTH,  BBIJJAHHOE  YIOJHOMOYEHHBIM
OpPraHOM  CTPaHBI-IPOM3BOJUTENSl WM  €ro
YIOJTHOMOYEHHBIN TTPEACTABUTEINb;

«papmarieBTHUECKAasE ~ MHCTIEKIUS» -  OICHKA
MPOU3BOJUTENS]  JICKAPCTBEHHBIX CPEACTB  JJIA

3asBUTEND Applicant
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instructions, directives and other acts of a national
or supranational body, local self-government
body, ministry and its department, as well as other
government and public authorities) or official or
court order.

e) Parties have not undertaken any corporate
actions (rights and duties), and have not initiated
proceedings (to the best of Parties” knowledge and
beliefs) and involuntary dissolution procedures,
separation, liquidation, introducing supervision,
external management, as well as on appointing
insolvency representative, temporary
representative, trustee representative
(administrator/trustee owner of property) or
equivalent officer in relation to the Parties or their
other assets and income;

f) there are no (to the best of the Parties’
knowledge and beliefs) threats pertaining to
litigation or administrative processes (proceedings
before the court or body), and Parties have not
breached agreements, to the that extent and degree,
that could have a tangible adverse impact their
ability to perform duties under the Agreement;

(9) information, provided by Parties to each other
in connection with this Agreement, is complete
and accurate in all material respects at the date of
its submission, and it is not misleading.

1. Terms applied in the Agreement

1.1 “Applicant” — a manufacturer of drugs for
human use, holding permission (license) to
conduct this type of activity, issued by an
authorized body of the manufacturer’s country or
its authorized representative;

“pharmaceutical inspection” — assessment of
manufacturer of the drugs for human use in order

Authorized institution
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MEJIULIUHCKOTO MIPUMEHEHUS c LEIIBIO
YCTaHOBJICHHUSI COOTBETCTBUSI (papMalieBTHUYECKOTIO
MIPOU3BOJICTBA TPEOOBAHUSAM TIPABHII HaJICkKaIIeH
[IPOU3BOJCTBEHHON IPAKTUKH, YTBEPKIECHHBIX
pemienuem Coetra EBpa3uiickoil 3KOHOMHUYECKON
Komuccuu oT 3 Hos0pst 2016 . Ne 77,

«hapManeBTUYECKUH  WHCHEKTOp» -  JIHIIO,
YIIOJTHOMOYEHHOE Ha poBeIeHHE
(dbapMareBTHYECKOW WHCICKIIMA U BKIIOYCHHOE B
peectp dapmaineBTHUECKUX HHCIIEKTOPOB Cor03a;

«(hapmaneBTHUECKHIA HMHCIEKTOPaT» -
CTPYKTYpHOE IMOJpa3JesieHne YTOJIHOMOYEHHOIO
yupexaeHus, npoBojsiee ¢dapmaleBTHUECKUE
WHCIICKIUH.

1.2 VHbIC MOHATHS, UCTOIB3YEMbIE B HACTOSIIEM
CornamieHu, TNPUMEHSIOTCA B 3HAYCHUSIX,
onpeneneHHeix  Jlorobopom o  EBpasumiickom
SKOHOMHUYECKOM coro3e oT 29 mas 2014 r. (manee —
JloroBop) U MEXIyHapOJHBIMH JOTOBOPAMHU B
pamMkax EBpa3uiickoro 3KOHOMHYECKOTO COH3a
(mamee — Coro3), a Takke B 3HAYCHUSIX,
OIPENICICHHBIX 3aKOHOMATEIbCTBOM Poccuiickoit
@Qenepau B 4acTH, HE MPOTUBOpEYaAUIEH
JoroBopy # MEXIyHapOJHbIM JIOTOBOpaM B
pamkax Coro3a.

2. IIpenmer CornanieHus

2.1 VYnonHOMOYEHHOE YYpEeKICHHE O00s3yeTrcs

MPOBECTH (hapMaIeBTHUECKYIO WHCIICKIIHIO
TIPOM3BOJICTBA JICKapCTBEHHBIX CpencTB
, o azipecy:

, a 3asBUTENHL 00s3yeTcs
B Teuenue 30 (Tpuamata) paboumx IAHEH cO JHA
3akmoyeHns CornalmeHusi OIUIaTUTh  PacXOJbl,
CBS3aHHBIE C TIPOBEJCHUEM Y IIOJTHOMOYCHHBIM
yupexeHueM (apMareBTUIeCKOH WHCIEKIIUA B
pasmepe, ompeneireHHom  CoriameHuemM B
COOTBETCTBUU  C YTBEPXKJICHHON  IMPUKa30M
MuHUCTepCTBa TPOMBIIIJICHHOCTH W TOPTOBJIH
Poccuiickoit ®eneparuu ot 20 sHBaps 2021 .
Ne 90 meToaukoil onpeneneHus pa3Mepa IiaThl 3a

MIPOBEJICHUE (apMalleBTHUECKUX  WHCHIEKIUI

MPOU3BOJACTBA  JIEKAPCTBEHHBIX  CPEACTB  JUIA

MEJIUIIMHCKOTO TPUMEHEHHS HAa COOTBETCTBUE

TpeOoBaHUSIM IIPaBUII HaJIexKaniei

MPOM3BOACTBEHHOW  MpakTUKKM  EBpasuiickoro

9KOHOMMHYECKOTO CO103a, YTBEPKIAECHHBIX
3asBUTEND Applicant
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to establish conformity of pharmaceutical
manufacturing with the requirements of Good
Manufacturing Practice rules, adopted by a
decision No. 77 of the Council of the Eurasian
Economic Commission dated 3 November 2016;

“pharmaceutical inspector” — a person, authorized
to conduct pharmaceutical inspections and
included in the register of the Union’s
pharmaceutical inspectors;

“pharmaceutical inspectorate” — a structural unit of
an  Authorized Institution that conducts
pharmaceutical inspections.

1.2 Other terms, used in this Agreement, are
applied in the meanings defined by the Treaty of
the Eurasian Economic Union dated 29 May 2014
(hereinafter — Treaty) and international treaties
within the Eurasian Economic Union (hereinafter
— Union), and also in the meanings defined by the
legislation of the Russian Federation in part that
does not contradict the Treaty and international
treaties within the Union.

2. Subject Matter of the Agreement

2.1 The Authorized Institution commits to conduct

a pharmaceutical inspection of a drug
manufacturer , by the
address: , and the

Applicant commits to pay expenses associated
with carrying out a pharmaceutical inspection by
the Authorized Institution within 30 (thirty)
business days from the date of the conclusion of
the Agreement, in the amount fixed by the
Agreement in accordance with the methodology,
established by the Ministry of Industry and Trade
of the Russian Federation order No.90 dated 20
January 2021, determining the amount of the fee
for pharmaceutical inspection of manufacture of
human medicines for the compliance with the
requirements of Eurasian Economic Union’s Good
Manufacturing Practice rules, adopted by the
decision No. 77 of the Council of the Eurasian
Economic Commission dated 3 November 2016
(hereinafter referred to as — Good Manufacturing

Authorized institution
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peumenrieM CoBeta EBpa3zuiickoil 3KOHOMUYECKOM
komuccur OT 3 HosOps 2016 1. Ne 77 (mamee -
npaBuiia Ha/JIexanen MIPOU3BOJICTBEHHON
MIPAKTUKH).

2.2 YNOJIHOMOYEHHOE YYPEeXJCHHUE MPOBOIUT

(hapMaIreBTHIECKYIO WHCIEKITUIO
POM3BOICTBEHHOTO ydacTka

, o azpecy:

: yKa3aHHOTO B
[IporpaMMe  WHCHEKTHPOBAaHUS  IPOM3BOJCTBA
JICKapCTBEHHBIX  CPEJACTB, HAa  COOTBETCTBUE
TpeOOBaHUSIM MpaBuI HaJyIeKaIen

HpOI/I3BO,Z[CTBeHHOI>'I MMPAaKTUKH 110 HACTOAIICMY
CornameHui0 Ha OCHOBaHHUU MMpeaACTaBJICHHOI'O
3aj4BJICHUA Ha IIPOBEACHHC (bapMaHeBTquCKOﬁ
WHCIICKIMH.

2.3 Oryer O TMPOBENECHUU HHCIEKTHUPOBAHUS
cocraBisiercss He mo3gHee 30  (TpuaumartH)
KaJICHJApHBIX JHEW C  JaThl  3aBEepIICHUs
MHCIICKTHPOBAHMSA, €CIM HHOE HE YCTaHOBIICHO
HACTOSIIUM ITyHKTOM CoraneHus:

2.3.1 B cnyuyae ecnu B XOJ€ HHCIEKTHPOBAHUS
ObTM  BBIABICHBI ~ KpUTHYECKHME W (W)

CYHICCTBCHHBIC HECOOTBETCTBUSA, COCTABIIACTCA:

2.3.1.1 gacts I otuera — He mo3auee 30 (TpuaLATH)

KaJIGHJApHBIX ~ JTHEH €O  JHSA  3aBEPIICHUS
MHCIIEKTUPOBAHMS;

2.3.1.2 wvacte II ortueta — He mno3aHee 30
(TpuauaTd) — KaJeHJApPHBIX ~ JHEH ¢ JaThl
MPEJICTABICHUS] ~ MHCIEKTHUPYEMBIM  CYOBEKTOM

IUIaHa KOPPEKTHPYIOIIUX U MPEayNpeskIaronnX
NeMCTBUI M OTYeTa O €ro BBHINOJHEHUH (Jajee —
OTBET) U  JOKYMEHTQJbHBIX  CBUJETEIIbCTB
YCTpaHEHUs] BCEX HECOOTBETCTBMM WM Ha 61-i
(1ecThAECAT MEpBbI) KaJeHAapHBIA JI€Hb C JaThl
HOJYy4YEeHUs] MHCIIEKTUPYEMbIM CYOBEKTOM 4YacTH [

oT4era B ciy4ae HENpPEICTaBICHUS
MHCIEKTUPYEMBIM CyOBEKTOM IJIaHa
KOPPEKTUPYIOIIUX u MpeyIpPEeRKAAIOIINX

JIEUCTBUM, OTYETAa O €r0 BBINOJHEHUU U JTAHHBIX,
CBUJICTEIILCTBYIONIUX 00 YCTPAHEHHUH BBISBICHHBIX
HECOOTBETCTBUM B  CPOK,  YCTAaHOBJICHHBIN
nyHKTOM 3.12 Hacrosimero CornameHus;

3asBUTEND Applicant
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Practice rules).

2.2 The Authorized Institution shall conduct
pharmaceutical inspection of a manufacturing site
, as per the inspection
plan of a drug manufacturer, for the conformity
with the Good Manufacturing Practice rules under
the Agreement on the basis of a submitted
application for the conduct of a pharmaceutical
inspections.

2.3 The inspection report is prepared no later than
30 (thirty) calendar days from the date of
completion of the inspection, unless otherwise
specified by this clause of the Agreement:

2.3.1 If critical and (or) major nonconformities are
identified during the inspection, the following is to
be prepared:

2.3.1.1 Part | of the report — no later than 30
(thirty) calendar days from the date of completion
of the inspection;

2.3.1.2 Part Il of the report — no later than 30
(thirty) calendar days from the date that the
inspected entity submits a corrective and
preventive actions plan along with a report on its
implementation (hereinafter referred to as the
response) and documentary evidence of the
elimination of all the nonconformities; or on the
61° (sixty-first) calendar day from the date that the
inspected entity receives Part | of the report in case
of failure by the inspected entity to submit a
preventive corrective and actions plan, a report on
its implementation and data proving the
elimination of the nonconformities within the
period established by paragraph 3.12 of this
Agreement;

Authorized institution
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232 B caywae orbopa mpod (oOpasios)
MaTepUalioB WJIM TMPOIYKIMH CPOK COCTABICHHUS
OTUCTa UCHUCIICTCA C OAThl MOJYUYCHHA BCAYIIUM
UHCIIEKTOPOM PE3YJIbTATOB UX UCIIBITAHHH.

24 B ciydae TpOBEICHHUS ~ COBMECTHOM
(dapmMaleBTHYECKO  WHCIEKIMH,  ITOATOTOBKA
MHCIIEKIIMOHHOTO ~ OTYeTa  OCYLIECTBISIETCS B
COOTBETCTBMM  C  TIpaBWJIaMu  IPOBEICHHUS

(apMalieBTUYECKNX HMHCHEKIUHA, YTBEPKIaeMbIMU
EBpasuiickoil 5KOHOMHYECKON KOMUCCHEN (nasiee —

[TpaBuiia POBEICHUS (hapmaleBTUUECKUX
MHCIIEKIMI), U 3aKOHOJATEIbCTBOM TOCYJapCTBa-
YjleHa,  YINOJHOMOYEHHBI  OpraH  KOTOpOTO

WHULIUHUPOBAJI ITPOBCACHHUC Takoi HNHCIICKIIUH.

2.5 YIomHOMOUYEHHOE YYpeXKIeHHE BIpaBe B
OIIHOCTODOHHEM  TIOPSAKE W3MEHATh  YCJIOBHS
Hactoswero CoriameHuss B ILENAX [PUBEACHUS
CornamieHuss B COOTBETCTBUE C H3MEHEHMSIMHU
3akoHomarenscTBa Poccuiickorn  ®enepauun U
npasa Coro3a.

2.6 3asBuTenb MOATBEPXKIAET CBOE COIJacue Ha
npoBeneHue  (papManeBTHYECKOW  WHCIICKIUU
YIOJTHOMOYEHHBIM YUPEKICHUEM, B TOM YHCIE
COBMECTHO c (dapmaleBTUUECKUMHU
UHCIIEKTOpAaTaMM  HMHOIO  TocyJapcTBa-ujieHa
Coro3za, Ha COOTBETCTBHE TPEOOBAHUSAM IPABUII
Ha/iIeKalled Mpou3BOJCTBEHHON MPAKTUKH.

3. Oossaranoctu CTopoH

3.1 CropoHbl JOTOBOPWIMCH CUHUTaTh, YTO
YIIOTHOMOYEHHOE  YYPEXKIEHHE B PAMKax
HNOJArOTOBKM K MPOBEACHUIO (hapMaleBTHUECKOM
WHCIEKIUU BBINOJHSAET JCHCTBUS, yKa3aHHBIE B
pa3nenax 1 — 3 TuHOBBIX HauUMEHOBaHWH pabdoT,
OCYHIECTBIISIEMBIX IIPU OKa3aHUM YCIYyTH 110
NpoBeeHUI0  (apMaleBTUUECKUX  WHCHEKIMH
IIPOM3BOJCTBA  JICKAPCTBEHHBIX  CPEACTB  JUIA
MEAMIMHCKOTO NPUMEHEHUS, PACIOJIOKEHHOTO 3a
MpenenaMu HaE——FeppHTOpHH Poccuiickoit
Qdenepanuy, Ha COOTBETCTBUE  TPEOOBaHMIM
MpaBUI HauIexanien MPOU3BOJACTBEHHOMN
IIPaKTUKU EBpa3suiicKoro SKOHOMHUYECKOIO COI03a,
C yKazaHueM (aKTHYECKUX Tpyao3aTpar Uisl UX
BBITIOJTHEHMS, YTBEPKIECHHBIX MIPUKA30M
MuHucTepcTBa MPOMBIIIJIEHHOCTH W TOPTOBIH
Poccuiickoit ®enepaunn ot 20 suBaps 2021 r. Ne
90 (manee - TunoBble HAMMEHOBAHMSI PadoT).

3asBUTEND Applicant
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2.3.2 In the case of taking samples (specimens) of
materials or products, the period for compiling the
report is calculated from the date that the sample
testing results are received by the lead inspector.

2.4 In case of conducting a joint pharmaceutical
inspection, the report shall be prepared in
accordance with the Pharmaceutical inspections
rules, adopted by the Eurasian Economic
Commission  (hereinafter —  Pharmaceutical
inspection rules) and the legislation of a member-
state, whose authorized body has initiated the
conduct of such inspection.

2.5 The Authorized Institution has the right to
unilaterally change the terms of the Agreement in
order to ensure that the Agreement is in
conformity with amendments to legislation of the
Russian Federation and law of the Union.

2.6 The Applicant confirms its consent to a
pharmaceutical inspection by the Authorized
Institution, including in  conjunction  with
pharmaceutical inspectorates of other Union’s
member-states, for the conformity with the
requirements of Good Manufacturing Practice
rules.

3. Responsihilities of Parties

3.1 The Parties have agreed to deem that the
Authorized Institution, while preparing for the
pharmaceutical inspection, performs the operations
specified in sections 1-3 of the Standard Work
List implemented in order to render the service of
conducting pharmaceutical inspections of the
manufacture of human medicines located outside
the—territory—of the Russian Federation for
compliance with the requirements of the Good
Manufacturing Practice rules of the Eurasian
Economic Union, indicating the actual labor
efforts for implementation of those operations, as
established by the Ministry of Industry and Trade
of the Russian Federation order No. 90 dated
January 20, 2021 (Hereinafter referred to as
Standard Work List).

Authorized institution
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3.2. 3asBuTenb B paMKax MOATOTOBKU K
IpOBENCHUIO  (apMaleBTUUYECKOW  MHCIEKIMH
00s3yercst B Teuenue 10 (mecarn) pabouux nHEH co
TTHS MOJIyYeHUs oT YOJTHOMOYEHHOT O
YUpEXKICHUS MpeIOKEHUS o CpoKam
npoBefeHUsT  (GapMaleBTUYECKON  MHCIEKINH
COTJIacOBaTh IMOCTYIHUBIIEE TMPEUIOKEHUE WU
MPEJICTaBUTh BO3PaKEHUS. Croponsl
JIOTOBOPHWIIUCH, YTO B CIy4yae HEMOJIYYEHUS] OTBETa
B YCTaHOBJIGHHBIH  CPOK  YTIOJIHOMOYEHHOE
YUpEXKICHUE BIIPABE OIPEACIUTh HOBBIE CPOKH
npoBefeHus (apMalleBTUUECKONH WHCHEKIUU, O
YeM YBEJOMJISIET 3asBUTEIIS.

33 3asiBUTEINb o0s3yercs obecreynThb
BO3MOXHOCTb BBINOJIHEHUS neicTBuil,
PELYCMOTPEHHBIX IIporpammoit

WHCIIEKTUPOBAaHUs IIPOU3BOJACTBA JIEKapPCTBEHHBIX
CPEICTB, B TOM YHCJIE CBOEBPEMEHHO U B IIOJHOMN
Mmepe obecrieynBaer Y1oiHOMOYEHHOE
yupexaeHue Bcel OOBEKTUBHOHW M JIOCTOBEPHOM
uHpopManueil ¥ HEOOXOJUMBIMH JIOKYMEHTaMHU
JUIsL TIpOBEJEHUS (apMalleBTUYECKOW WHCIEKIUH,
IpeycMOTpeHHON  HacrosmuM  CorlalmeHueM,
CBOCBPEMEHHO OIUIAYMBAET PACXO/bl, CBA3AHHBIC C
npoBeieHueM (apMaleBTUYECKOH HHCIEKLUH, a
TaK)K€ MaTepHUAIIbHBIC 3aTpPaThbl, HEMIOCPEICTBEHHO
BO3HUKAOILINE B xoJze IIPOBECHUS
(apMaleBTUYECKON MHCIEKLNUU U HE BKIIOUYCHHbIE
B pacueT pa3Mmepa IUIaTbl 32 IPOBEICHHE
(dapmalieBTUYECKOM  WHCHeKuuu  (Jajee  —
MaTepHabHbIe 3aTpaThl). 3asBUTENb 00ECIIeUUBaET
noctyn  (apManeBTUYECKMX HHCIEKTOPOB  Ha
IIPOU3BOACTBEHHBI y4aCTOK B COOTBETCTBUU C
[IporpaMMoii MHCHEKTHpPOBAaHUSA IPOU3BOJACTBA
JIEKapCTBEHHBIX CPEJIICTB.

3.4 3asBuTenp B TeueHue 3 (Tpex) pabouux AHeH ¢
JaTbl  OIJIaTBl CTOMMOCTH  (hapMareBTHUECKOM
UHCIIEKIIMM  HampaBisgeT B  YIOJIHOMOYEHHOE
YUPEXKJCHUE  YBEIOMIIEHHE C  PEKBU3UTAMH
JIOKYMEHTa, TOATBEp)KIAtoIero ¢akT OIUIaThl,
3aKa3HBIM TIOYTOBBIM OTIIpaBIICHHUEM c
yBEIOMJICHMEM O BpyYeHMH U  (WIH) B
AJIEKTPOHHOU (hopme.

3.5 B cmyuae HeymuiaTel 3asBUTENEM PAaCcXOOB,
CBSI3aHHBIX C TMPOBeAECHUEM (apMalleBTUUECKON
HWHCIICKIINH, B yCTaHOBHeHHBIﬁ HaCTOAIIINUM
CornamenneM CpOK VYnoaHoMo4YeHHOE
yUpexXJeHue NpUHUMAaeT pelieHue o0 OTKaze B
npoBeeHUH (papMaleBTUUECKON WHCHEKIMH, O

3asBUTEND Applicant

VnoiHOMOYeHHOE YUpeiKACHUEC

Cornamrenne / Agreement No. *, [[Tata] / [Date]

3.2. In preparation for the pharmaceutical
inspection, the Applicant shall undertake to
approve the received proposal or submit
objections within 10 (ten) business days from the
date when the proposal on the timing of the
pharmaceutical inspection is received from the
Authorized Institution. The parties have agreed
that in case of non-receipt of a response within the
prescribed period, the Authorized Institution has
the right to determine new dates for the
pharmaceutical inspection, of which the Applicant
is notified.

3.3 The Applicant shall undertake to ensure the
possibility of performing the actions specified by
the inspection plan for the drug manufacturing
facility, including the timely and complete
provision of the Authorized Institution with all
objective and reliable information and necessary
documents for conducting a pharmaceutical
inspection, which is envisaged in this Agreement,
pay for the expenses, related to conducting a
pharmaceutical inspection, in a timely fashion, as
well as bear material costs that directly occur in
the course of conducting pharmaceutical
inspections and not included in the estimated cost
amount for conducting a pharmaceutical
inspection (hereinafter — material costs). The
Applicant shall ensure that pharmaceutical
inspectors have access to a manufacturing site in
accordance with the inspection plan of a drug
manufacturing facility.

3.4 The Applicant within 3 (three) business days
from the date of payment of the cost of a
pharmaceutical inspection shall submit to the
Authorized Institution a notification with the
details of the document confirming the fact of
payment by registered mail with acknowledgment
of receipt and (or) in electronic form.

3.5 In case of non-payment by the Applicant of
pharmaceutical inspection costs in the manner and
time established in the Agreement, the Authorized
Institution makes the decision to refuse conducting
an Inspection, and shall notify the Ministry of
Industry and Trade of the Russian Federation and

Authorized institution
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yem YBEIOMIISIET MunucrepcTBo
MPOMBIIIUICHHOCTH W TOproBiau  Poccuiickoin
@enepan 1 3asBUTENS B TeYeHHE 3 (Tpex)
pabounx JAHEW co THS MPUHATHUS TAKOTO PELICHHUS.

3.6 3asBuTenb B TeueHUe S5 (MATH) paboUnX THEH C
JaThl  TOJNIy4E€HUS  OT  YTOJIHOMOYEHHOTO
yupexaeHuss Akta 00 OKa3aHHU YCIyr o0si3yercs
MOJAMUCAaTh €r0 W BEPHYTh OJHUH 3K3EMIULIP
VYTOITHOMOYEHHOMY YYPEKICHHIO.

3.7 3asgBurensr o0cCBOOOXKHAaeT YIOJIHOMOYEHHOE
yupexaeHue OT Kakod Obl TO HH OBUIO
OTBETCTBEHHOCTH M pacxXojiOoB, CBS3aHHBIX C
MpeoCTaBIeHuEM 3asBUTEIIEM HEBEPHOW WIIH
HEIOJHOW HMH(pOpPMAIMK, WIA JOKYMEHTOB, a
TaKXe B pe3yibrare MIPEIOCTABIICHUS
YTHOJTHOMOYCHHOMY  YUPESKACHUIO HH(DOpMaIuu
WU TOKYMEHTAILMU C 3a1CPKKOM.

3.8 PapmareBTUYECKUN HMHCIIEKTOpaT
obecrieunBaer COXPAaHHOCTh "
KOH(HICHIIMATHHOCTD uH(popMaluu,

CoJIepKaIIeics B JOKyMEHTaX HHCIICKIIUU.

3.9 VYnoiaHoMo4YeHHOE YyupexJeHue o0s3yercs
npoBecTH  (papMaleBTUYECKYI0 HWHCICKIHIO B
HopsiIkE M B CPOKH, HPEIYCMOTPEHHBIE
HactosimuM  CornameHueM, CBOCBPEMEHHO U
Ha/jIeKaliuM o0pa3oM 3anpaliuBaTh y 3asBUTENs
UH(GOpPMaLIMI0O U JOKYMEHTBI, HEOOXOIUMBIE €My
JUIs IpOoBeieHUs (papManeBTUYeCKO MHCIEKIUH.

3.10 MHcnekuuoHHas rpymnna YIoJHOMOYEHHOTIO
YUPEXKACHUS TPU TPOBEICHUH (hapMaIieBTHUECKON
MHCIIEKIIMU BIIPaBE B COOTBETCTBUU C [Iporpammoit
WHCTIEKTHPOBAHUS:

3.10.1 momyuyaTh goctyn (BXOAWTH) B Jr0OOE
oMelieHue B cooTBeTcTBUM ¢ IIporpammoit
WHCIIEKTUPOBAHUSI M K JIOChe (Mactep-(daiiny)
IIPOU3BOJICTBEHHOM IUIOIIAIKH;

3.10.2 nmnonmywyaTh TakKue JOKAa3aTeNbCTBA, Kak
JTOKyMeHTalus, QoromaTrepuansl (BHAE03aMUCH)
HOMEIICHHI 1 000pyI0BaHUS,

3.10.3 momy4arb JoCTyn K J1000OMYy OOBEKTY
(mpenMeTy) B paMKax 00JacTH MHCIIEKTUPOBAHUS U
U3y4yaTh €ro;

3.10.4 npuHUMaTH MEpbI UM TPeOOBATh MPHUHATHUS

3asBUTEND Applicant

VnoiHOMOYeHHOE YUpeiKACHUEC

Cornamrenne / Agreement No. *, [[Tata] / [Date]

the Applicant within 3 (three) business days from
the date of adoption of this decision.

3.6 The Applicant within 5 (five) business days
from the date of receipt from the Authorized
Institution an Act on provision of services shall
sign and return one copy to the Authorized
Institution.

3.7 The Applicant shall exempt the Authorized
Institution from any liability and costs that are
related to the provision of any inaccurate or
incomplete information, or documents, and also as
a result of a delay in submitting information or
documentation to the Authorized Institution.

3.8 The pharmaceutical inspectorate ensures the
safety and confidentiality of information
contained in the inspection documents.

3.9 The Authorized Institution undertakes to
perform Inspecting under the terms and conditions
hereof. The Authorized Institution undertakes as
well to timely and in due manner request from the
Applicant all information and documents
necessary for pharmaceutical inspection.

3.10 During the pharmaceutical inspection, the
inspection team of the Authorized Institution is
entitled, in accordance with the inspection plan, to
the following:

3.10.1 to access (enter) any room in accordance

with the inspection plan as well as to the dossier
(master file) of the manufacturing site;

3.10.2. to receive evidence such as documentation,
photographic materials (video recordings) of
premises and equipment;

3.10.3 to access any facility (object) within the
scope of inspection and examine it;

3.10.4 to take measures or require measures to be

Authorized institution
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MCp B OTHOLICHUU MPEAMCTOB (MaTepI/Ia.HBHLIX

CBUJICTEIILCTB),  KOTOPBIC  MPEIIOIOKUTEIHHO
MOTYT CBHJIETE€ILCTBOBATH O HECOOTBETCTBUU
TpeOOBaHUAM IpaBUI Haexalen

HpOI/I3BOI[CTBCHHOI7I IIpaKTUKU, B TOM 4YHUCIIC B
OTHOIICHUKW Or'paHUYCHHUA JOCTylla K TaKHUM
npeamMeraM M oOecrieueHusT ux COXPAaHHOCTHU B
Oeiax ,Z[aJIBHeI;'IHIerO pa36I/IpaTeJ'IBCTBa B
YCTAaHOBJICHHOM IIOPSAOKE;

3.10.5 ocymecTBIsATh OCMOTP  NPOBEPSEMBIX
OOBEKTOB, O3HAKOMJICHHE C JOKyMEHTAalueH Hu
3aIUCSIMH, OIpoc OTBETCTBEHHBIX JIHIL
MHCIICKTUPYEeMOro cyObekTa, HaOIoJeHne 3a
JIeATEIIbHOCTBIO Ha Pa0OYHX MECTax;

3.10.6 MpeKpaniaTh MPOBEACHUE
(bapMarieBTUIeCKON WHCTICKIINU npu
NperATCTBOBAHUM B pCaiM3allMd YKA3aHHbIX B
HacToseM myHkTe CornamieHus mpas.

3.11 B cnyuae HEOOXOJUMOCTH B XO/I€ TIPOBEACHUS
(dapManeBTUYECKON HHCIIEKIIMA OCYIICCTBISCTCS
otbop mnpo6 (00pa3loB) MaTEpUATIOB  WJIU
OPOJYKIIMKM,  KOTOpPHIC  HAMPABISAIOTCA  JUIA
UCTIBITAHUN B YIIOJHOMOYCHHYIO HUCIIBITATEIBHYIO
nabopatoputo. Ilpu 3TOM CcTOMMOCTH 00pPa3IOB
KOMIICHCAIIMHM HE TIOJUICKHT. Pacxobl, CBSI3aHHBIC
C  TEpEeBO3KOM, COBEPLICHUEM  TaMOKECHHBIX
orepanui ¥ MPOBEICHHEM TaMOXCHHOTO KOHTPOJIS
B OTHOIIEHHH TMpod (00pasloB) MarepuaioB H
MPOAYKIIMH, MEePEMENIaeMbIX Yepe3 TaMOXKECHHYIO
rpanuny  Coro3a, a TaKkKe  NPOBEICHUEM
WCIIBITaHUI mpo6 (o6pa3oB) HeceT
MHCIEKTUPYEMBbIH cyOBbekT. BBO3 Ha TaMOXXEHHYIO
Tepputoputo Coro3za 0ToOpaHHbBIX MPod (00pa3IoB)
MaTepUajioB W MPOAYKIUU OCYIIECTBISICTCS B
COOTBETCTBUU C MEXIYHAPOJHBIMHU JOTOBOPAMH H
akramu, BxomsmumMu B mpaBo  Coro3a,
PEryIUPYIOIMUMU TaMOKEHHBIE MPABOOTHOIICHHUS,
M 3aKkoHOAaTenbCTBOM Poccuiickoin deaepanuu o
TaMO>KEHHOM PETYJIHPOBAHHH.

312 B cayyae, eciu Tpu  NPOBEACHHUU
(bapMarieBTHYeCKO WHCTIEKIIMA OBLITH BBISBICHBI

KPUTHYECKHE u (urn) CYILIECTBEHHbBIE
HECOOTBETCTBUS, YIOJHOMOYEHHOE YUPEKICHUE
HaTpaBIIseT 3asBUTEIIO JIOTIOJIHUTETILHOE

COTJIalIeHue JIUIs OIEHKH TUTaHa KOPPEKTHPYIONTUX
U TPeAYNpEeKIAONNX JCUCTBUA M OTYETa O €ro
BHITIOJTHCHWH M CYET Ha OIUIaTy. 3asBUTENb HE
no3aHee 60 (mecTuaecsTH) KaJleHAAPHBIX JHEH CO

3asBUTEND Applicant

VnoiHOMOYeHHOE YUpeiKACHUEC

Cornamrenne / Agreement No. *, [[Tata] / [Date]

taken with respect to items (material evidence) that
may allegedly indicate non-compliance with the
requirements of the rules of good manufacturing
practice, including with respect to restricting
access to such items and ensuring their safety for
the purpose of further proceedings in accordance
with the established procedure;

3.10.5 to examine the objects under the inspection,
review documentation and records, interview
responsible personnel of the inspected entity, and
monitor their activities at their workplaces;

3.10.6 to terminate the pharmaceutical inspection
in case of obstruction in the implementation of the
rights specified in this clause of the Agreement.

3.11 If necessary, samples (specimens) of
materials or products are taken in the course of the
pharmaceutical inspection and sent for testing to
an authorized testing laboratory. In this case, the
cost of samples is not subject to compensation.
The costs associated with the transportation,
customs operations and customs control in relation
to samples (specimens) of materials and products
transported across the customs border of the
Union, as well as testing of samples (specimens)
shall be borne by the inspected entity. The import
into the customs territory of the Union of selected
samples (specimens) of materials and products is
carried out in accordance with international
treaties and acts that are part of the law of the
Union regulating customs legal relations, and the
customs legislation of the Russian Federation.

3.12 In case the critical and (or) major non-
conformities are found during pharmaceutical
inspection, the Authorized Institution shall send an
additional agreement to the Applicant for
evaluation of the Corrective and Preventive
Actions (CAPA) plan and the report on its
implementation and an invoice for payment. The
Applicant, no later than 60 (sixty) calendar days
from the date of receipt of the report, shall send a

Authorized institution
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IHS ~ TIOJNly4YeHHs  OT4eTa,  HalpaBiseT B
dapmalleBTUYECKUN  HMHCIEKTOpaT  OTBET  C
OPWIOKEHUEM  IUIaHA  KOPPEKTHPYIOIIHUX U

IPENyNpEeXNaoMUX IeUCTBUA M OT4eTa O €ro
BBIIIOJIHEHUH, C  KOTOPBIMH  JIOJDKHBI  OBITBH
O3HAKOMJICHBI BEIYLIMI WHCIEKTOP U BCE YJICHBI
MHCIIEKI[MOHHOU CPYIIIBL, IIPOBOIUBILIEH
MHCIIEKIHIO, a TaKkKe JOKYMEHTA,
IOATBEPKIAOLIETO OIIATY CUETa.

3.13 B teuenne 30 (TpuanaTtu) KaJeHIAPHBIX JHEH
CO JHS TIONy4eHUS OTBETa, HPEAYCMOTPEHHOTO
MYHKTOM 3.12 HACTOSIIETO Cornamienus,
(dapmMaleBTHYECKUH WHCIIEKTOPAT OCYIIECTBIISIET
OLIEHKY COJIeprKalleicsl B HeM HH(pOpMaIuH.

4. CrouMOCTb

41  Pasmep IIPOBEACHUE
(bapmaneBTHYECKOI UHCIICKIHH
VYIOJHOMOYCHHBIM YUPEXKJICHHEM CcOCTaBisieT [*]
([*D pyOneii [*] komeiiku, B ToM uucie HJIC 20% -
[*] pyOnenr [*] xomeek. Pa3smep mmatel 3a

IJIaThI 3a

npoBesieHUe  (GapMaleBTUYECKOW  MHCHEKIUH,
paccuuTaH Ha OCHOBAaHUH METOJIUKH,
YTBEPKACHHON IIPUKA30M MunucrepcrBa
IIPOMBINUIEHHOCTH ¥ TOproeiau  Poccuiickoit

®enepanunn ot 20 sguBaps 2021 r. Ne 90.
YIIOTHOMOYEHHOE  YUPEXKICHHE IPEIOCTaBISAET
pacueT  pasmepa IIaTbl 10  NPOBEACHUIO
¢dapmaneTuueckoil uHcnekuuu. [Ipu nposenennn
(bapmareBTHYECKOI MHCIEKIUN yCIIyTu
IIEPEBOIUMKOB I10 MEPEBOAY C S3bIKA TOCYAAPCTBA
MHCIIEKTUPYEMOTO cyObeKTa WIH MHOTO
MHOCTPAaHHOI'O  fi3bIKa HAa  PYCCKUH  SI3BIK
IPENOCTABIAIOTCA  3asBUTENEM, HUCXOId U3
pacdera: OJIMH IIEPEBOAYMK HAa OJHOTO 4JIECHA
MHCIIEKIMOHHOM TPYIIIIBIL.

YIOTHOMOYEHHOE  YYpEKIEHUE  BIpaBe B
OJIHOCTOPOHHEM IOPSIKE U3MEHUTH PAa3MEP IUIATHI
3a mpoBeaeHUE (DapMaleBTUUECKON WHCIEKLUH,
YKa3aHHBII B HacrosieM nyHkTe CornameHus, B

ClIy4ya€ BHECEHMS H3MEHEHUH B  METOAMKY,
YTBEPKICHHYIO MuHucrepcTBOM
IPOMBINUIEHHOCTH M TOproeiau  Poccuiickoit
Oenepaunu.  Ilpy  srom  YHoaHOMOYEHHOE

YUpEXKIECHUE BIPAaBE HU3MEHUTh pa3Mep IUIAThI
JUIIb B TOW yacTh paloT, MEpPEedYHCICHHBIX B
TunoBbIX HAaMMEHOBAHUAX paboOT, KOTOpass IO
COCTOSHMIO Ha JaTy YTBEPKICHHsS YKa3aHHOM
METOJMKHA HE BBINOJIHEHA Y IIOJIHOMOYEHHBIM
YUPEKICHUEM.

3asBUTEND Applicant

VnoiHOMOYeHHOE YUpeiKACHUEC

Cornamrenne / Agreement No. *, [[Tata] / [Date]

response to the pharmaceutical Inspectorate along
with the CAPA plan and the report on its
implementation, which the lead inspector and all
members of the inspection team who conducted
the inspection must be acquainted with, as well as
the document confirming payment of the invoice.

3.13 Within 30 (thirty) calendar days of receipt of
the response provided by paragraph 3.12 of this
Agreement, the pharmaceutical inspectorate shall
evaluate the information contained therein.

4. The total value

4.1  The pharmaceutical inspection fee shall
comprise [*] ( ) Russian
rubles [*] kopeks, including VAT 20% - [*]
Russian rubles [*] kopeks. The pharmaceutical
inspection fee is calculated on the basis of
methodology established by the Ministry of
Industry and Trade of the Russian Federation order
No. 90 dated 20 January 2021. Authorized
Institution shall provide the pharmaceutical
inspection fee calculation. While conducting the
pharmaceutical inspection, the services of
interpreters on translating from a language of the
Applicant country or another foreign language into
the Russian language shall be rendered by the
Applicant at their expense, based on the
calculation that one interpreter should be provided
per one member of the inspection team.

The Authorized Institution has the right to
unilaterally change the amount of the fee for
conducting a pharmaceutical inspection specified
in this paragraph of the Agreement, in case of
changes to the methodology approved by the
Ministry of Industry and Trade of the Russian
Federation. At the same time, the Authorized
Institution has the right to change the amount of
fee only pertaining to the works listed in the
Standard Work List, which has not been
performed by the Authorized Institution as of the
date of approval of the said methodology.

The Authorized Institution shall notify the
Applicant of changes in the amount of the fee for
conducting a pharmaceutical inspection within 10

Authorized institution
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O BHeECeHMHM UW3MEHEHHUH B pa3Mep TIUIAThl 3a
npoBefeHNe  (apMaleBTUYECKOM  HMHCIEKIMU
YIOIIHOMOYEHHOE  YUYPEKACHHE  YBEIOMIISICT
3asButens B TeueHue 10 (mecsatu) pabouyux JHEH
CO JHS TaKUX U3MEHEHUM.

B cnyuae yBenuueHusi pasmepa
npoBefeHHEe  (apMaleBTUYCCKOW  HHCIICKIUH
3asiBUTEIb HE  TO3/IHEe  JaThl Hayana
WHCIICKTUPOBAHUSI BHOCUT JICHEXKHBIC CpPEACTBA B
pa3Mepe pazHUIbl MEXAY MPEABIAYIIIM pa3MepoM

IJ1aTel 34

I1J1aThl nu HOBBIM paSMCpOM B HOpHI[Ke,
YCTAHOBJICHHOM  pa3felioM 5  HACTOSIIEro
CornaiieHus.

B cinydae yMeHbIIeHHMS pa3Mepa IUIaThl 32
npoBefeHHEe  (apMaleBTUYECKOW  HHCIICKIHH
YIOJHOMOYCHHOE  YYPEKICHHE  BO3BpallacT
JICHEX)KHBIE CPEJICTBA B pa3Mepe PasHUIIBI MEXKITY
OpeIbIAYIIAM  Pa3MepoOM  IUIaThl M HOBBIM

pasMepoM Ha CYeT 3asgBUTENsI, YKa3aHHBIM B
HactosinieMm CoryianeHuu.

4.2 CTOpoHBI OCYIIECTBISIOT B3aHMOpPACUEThl MO
CIEAYIOIIMM MAaTepHAIbHBIM 3aTpaTraMm, B pa3sMmepe
dakTUYeCKUX JOKYMEHTAJIbHO MOATBEPKICHHBIX
pacxo10B, a UMEHHO:

4.2.1 TpaHCHOpPTHBIE pacxoAbl IpH BbIE3AE Ha
(GapMalleBTUYECKYI0  MHCIEKLUUI0 10  MecTy
pacmnosoKeHus HMHCIEKTUPYEMOTO
TEPPUTOPUATBHO  00OCOOJEHHOIO  KOMILIEKCa
IPOU3BOIUTEIIS JIeKapCTBEHHBIX CpPEICTB,
NpPEJHA3HAYEHHOTO  JUIS  BBIMOJIHEHUS  BCETO
npolecca MpPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB
JUIs  MEAMLUHCKOTO  MPUMEHEHHs WM  €ro
OTpeIeNIEHHON CTaauu, BKIOYasi IPOMEXYTOUHBIE
CTafuM W  KOHTpPOJb KadecTBa (naimee —
IIPOM3BOJCTBEHHAs IUIOMIAAKA), MPH YAAJIECHHOM
PO’KHBAaHUU oT MecTa IIPOBEACHUS
dbapmareBTUUeCKO UHCTICKITNH;

4.2.2 pacxoipl, BO3HUKAIOIIME B pe3yJbTaTe
IepeHoca CpoKOB MPOBeACHUs (apMalieBTUYECKON
HWHCIICKIIUKU 110 MHHUIIMATHUBE 3asdBUTCIIsI, a UMECHHO
mrpadHble CaHKIUHU, CEPBHCHBIE U KOHCYJIBCKUE
coopel, cOOp cHCTeMBI IO aBUaOWIETaMm,
CTOMMOCTh YCIYT TPEThUX JIMIl [0 OpraHu3aluu
KOMaH/HPOBOK.

4.3 B cinydae HampaBieHUs B YTOJHOMOYEHHOE
yupexJieHue 3asiBUTENIEM IIJ1aHa KOPPEKTUPYIOLIUX
U [peAynpexJaronux JeUCTBUH W KONMM
JIOKYMEHTOB, O(OPMJIEHHBIX B YCTaHOBJICHHOM

3asBUTEND Applicant

VnoiHOMOYeHHOE YUpeiKACHUEC

Cornamrenne / Agreement No. *, [[Tata] / [Date]
(ten) business days from the date of such changes.

In the event of increase in the amount of the fee
for conducting a pharmaceutical inspection, the
Applicant shall, no later than the date of the start
of the inspection, contribute funds in the amount
of the difference between the previous amount of
the fee and the revised amount in accordance with
the procedure established by Section 5 of this
Agreement.

In the event of reduction in the amount of the fee
for conducting a pharmaceutical inspection, the
Authorized Institution shall return funds in the
amount of the difference between the previous fee
and the revised amount to the Applicant's account
specified in this Agreement.

4.2 The Parties make mutual settlements related to
the following costs, based on the amount of actual
documented expenses, such as:

421 all transportation costs for the
pharmaceutical inspection at the location of the
inspected territorially separate manufacturing site
of medicinal products intended to perform the
entire  manufacturing process of medicinal
products for human use or a particular stage
thereof, including intermediate stages and quality
control (hereinafter - the manufacturing site), in
case of remote living from the place of
pharmaceutical inspection;

4.2.2 expenses arising out of the rescheduling of
the Inspection initiated by the Applicant, as
follows: all penalties, service and consular fees,
service charge for airline tickets, the cost of
services of third parties related to the organizing of
the business trips.

4.3 In case the Applicant sends the CAPA plan
and copies of documents prepared in an
established order, containing measures for its
implementation to the Authorized Institution, the

Authorized institution
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MnopsAAKe, ColAcpsKalux MCpOHIpuUiATUd 1O C€ro

BBIMTOJIHEHHIO, oruiara OLICHKH IUIaHa
KOPPEKTUPYIOIIHNX u MPEeAYIPEKTAIOIINX
NEUCTBUH MW OTYETAa O €r0  BBINOJIHEHUU

OCYIIECTBJISIETCS. B pa3Mepe, pPacCUMTaHHOM Ha
OCHOBaHUHU METOJIUKH, YTBEPKJICHHOW IMPHUKA30M
MuHnucTepcTBa MNPOMBIIUIEHHOCTH W TOPTOBJIH
Poccuiickoit ®enepannu or 20 suBaps 2021 r.
Ne 90.

44 HW3meHeHusS W OOMIOJHEHHS, CBSI3aHHEIC
B3aMMOpAacUeTaMy 10 MaTepUaIbHBIM 3aTpaTtaM H
OIUIATOM OIICHKM IUJIaHA KOPPEKTUPYIOLIUX |
NpEeAYNPEKIAAOIMX JSHCTBU M OTYeTa O €ro
BBINOJIHEHUH, yKa3aHHbIX B MyHKTax 4.2 — 4.3
HACTOSIIETO CornameHus, 0OpMIISIOTCS
JOTIOJTHUTEIILHBIM COTJIAIICHHEM K HACTOSLIEMY
CornameHuio.

5. Ilops ook onaaTel

5.1  Ilmara 3a mpoBeneHue (hapMareBTHICCKOM
WHCIICKIIUU  OCYIICCTBIICTCS  3asBUTEIIEM  Ha
YCIIOBHSIX TOJHOTO aBaHCHPOBAHUS HAa OCHOBAaHUH
COOTBETCTBYIOIIIETO  CYeTa  YIOJHOMOYEHHOTO
yupexaenuss B tedenne 30 (Tpuaunatu) pabouux

OHEW cO  JAHA  3aKIIOYCHHS  HACTOSIMIETO
Cornamenus.

5.2 B ciydae HaIpaBICHUS r1aHa
KOPPEKTHPYIOIIIX " TPEIYPERKTAIOIIIX
JeMCTBUI M OTYeTa O €ro BBINOJHEHHWHM, OIlIaTa
OLICHKH TUTaHa KOPPEKTHPYIOITIX u

IpEeNyNpeXNaouX AEHCTBUI W OTYETa O €ro
BBIMIOJTHEHUM  OCYLIECTBIISETCS HA  YCJIOBMSX
IIOJIHOTO AaBAaHCUPOBAHMSA HAa OCHOBAHMM CUETa
YIIOTHOMOYEHHOTO YUPEXKICHHUS.

5.3  Ormurara 3a MIpOBE/ICHNE
(bapManieBTUYECKONH HMHCIEKLUH, OIIEHKHM IUIaHa
KOPPEKTHPYIOIIIX " MIPEIYIPEkKTAIOIITIX
JIeMCTBUI M OTYETa O €ro BBINOJIHEHUH, a TaKXKe
B3aMMOpacueThl 10 MaTepUANbHBIM 3aTpaTramMm
OCYILIECTBIISICTCS  3asBUTENEM 110  CIEAYIOIIHUM
OaHKOBCKUM PEKBU3UTAM:

bank nomyyarens:

Poccuun mo
OKpYTy

I'maBHOe  ympaBimeHne  banka
LentpanbsHomy benepanbHOMY
r. Mockssl; (I'Y banka Poccun no HOO)

3asBUTEND Applicant

VnoiHOMOYeHHOE YUpeiKACHUEC

Cornamrenne / Agreement No. *, [[Tata] / [Date]

payment for the evaluation of CAPA plan and
report on its implementation is made in the amount
calculated on the basis of the methodology
established by the Ministry of Industry and Trade
of the Russian Federation order No. 90 dated 20
January 2021.

4.4 The changes and additions related to mutual
settlements on material costs and payment for
evaluation of the CAPA plan and report on its
implementation, specified in clauses 4.2-4.3 of
this Agreement shall be formalized by an
additional agreement to this Agreement.

5. Payment procedure

5.1 The Applicant shall pay to the Authorized
Institution the pharmaceutical inspection fee in full
advance pursuant to the relevant invoice of the
Authorized Institution within 30 (thirty) business
days from signing of the present Agreement.

5.2 In case of sending the CAPA plan and the
report on its implementation, the payment of the
evaluation of the CAPA plan and the report on its
implementation is made on terms of full advance
payment on the basis of the Authorized Institution
invoice.

5.3 Payment of the pharmaceutical inspection
fee, evaluation of the CAPA plan and report on its
implementation, as well as the settlement of
material costs shall be made by the Applicant to
the following bank details:

Beneficiary's bank:

Main Bank of Russia for the Central Federal
District of Moscow; (MB Russia for CFD);

Authorized institution
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BUK 004525988
EKC 40102810545370000003

YOK no r. Mockse (denepanbHoe OOHKETHOE
yupexKIAcCHUE «['ocynapcTBEeHHBII UHCTUTYT
JIEKapCTBEHHBIX CPEACTB M HAJICIKAIIUX TMPAKTHK
(OBY «'MJIC u HII» n/c 207361179000)

p/c 03214643000000017300
KBK 00000000000000000130

WHple peKBU3UTHI Y IOJTHOMOYEHHOTO
YUPEKIACHUS:

MecToHaX0KI€HUE U TIOYTOBBIN aJIpec:

119049, r. Mocksa, Ba.Tep.r. MyHuLMnanbHbli
okpyr Skumanka, JIenunckuii np-t, a. 9

OI'PH: 1037705043584

WHH/KTIIT: 7705035037 / 770601001

bankoBckue u nHBIC PEKBU3UTHI 3asiBUTEII:

Cornamrenne / Agreement No. *, [[Tata] / [Date]

BIC 004525988
EKS 40102810545370000003

FTD in Moscow (Federal State Institution “State

Institute of Drugs and Good Practices”
(FSI “SID&GP” p./ac. 20736C79000)

cur./ac. 03214643000000017300
KBK 00000000000000000130

Other details of the Authorized Institution:

Registered and mail address:

119049, Moscow, Vn.ter.g. Yakimanka Municipal
District, Leninsky pr-t, d. 9

PSRN: 1037705043584

TIN: 7705035037 / 770601001

Banking and other details of the Applicant are:

IOpunnueckuii anpec:

Legal address:

Tem. +7(_ ) - -

MNHH/KIIIT /

p/c
K/c
BUK

B T.

54 Bcee  pacuerst  Mexay — CropoHamu
OCYIIECTBIISIIOTCA IMyTeM OaHKOBCKOTO IEpEeBOJa B
py6msix Poccuiickoit ®@eneparuu. JlaToil ormiatel
CUMTAETCS AaTa MOCTYIUIEHUS JCHEXHBIX CPEICTB
3a mpoBeieHue (papMaleBTUYECKONH MHCIEKIUN Ha
CYeT YTOJHOMOUYEHHOIO YUPEKACHUS.

5.5 3asBUTENb HECET BCE PACXOJbl, CBSI3aHHBIE C
OIJIaTONl KOMHMCCHOHHBIX yciyr OaHka 3asBUTeElNs
32 OCYILECTBJIEHHE IUIaTEXeH II0 HacTOSIEMY
Cornamennio, a YIIOJIHOMOUYEHHOE YUYpPEKIACHHE
HECeT BCE pacxolbl, CBSA3aHHBIE C OIUIATOU
KOMHMCCHUOHHBIX YCIyr OaHKa YIIOJHOMOUYEHHOIO

3asBUTEND Applicant

VnoiHOMOYeHHOE YUpeiKACHUEC

Tel. +7(_ ) - -
TIN: /

cur./ ac.
c./ac.
BIC

in

5.4 All settlements between the Parties shall be
done by bank transfer in Russian rubles. The date
of payment shall be deemed as date when the
pharmaceutical inspection fee is credited to the
Authorized Institution bank account.

55 The Applicant shall bear all expenses
connected with payment of the Applicant’s bank
commission fee for effecting payment hereunder
and the Authorized Institution shall bear all
expenses connected with payment of the
Authorized Institution’s bank commission fee.

Authorized institution
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YUPEKICHUS.

6. OtBercrBenHocts CTOPOH

6.1  OTBETCTBEHHOCTH VY110JIHOMOYEHHOTO
YUPEXKAECHUS OTPAaHUYMBACTCS pa3MepoOM IMPSIMOro
yiiep0a, OHECEHHOro 3asiBUTENIEM B pE3yJbTaTe
rpy0oii  HEOpEeXXHOCTM  WJIM  YMBIIUICHHBIX
IIPOTUBOIIPABHBIX JEUCTBUM YIIOJHOMOYEHHOIO
yupekKAeHUs WM ero  (hapMaleBTHYECKUX
MHCIIEKTOPOB MPH NMPOBEACHUHN (hapMaIieBTUIECKON
UHCIEKLUHU. YTIOJHOMOYEHHOE YUpEXkKJAECHUE HU B
KAaKOM CJIy4ae HE HECET OTBETCTBEHHOCTH IE€pE]
3asgBUTENIEM MM KaKUM Obl TO HU OBLIO TPETbUM
JHIIOM 32 KOCBEHHBIC, OIpeaeisieMble OCOOBIMH
OOCTOATENLCTBAMM, CIy4alHble WM IUTpadHbIE
yObITKH, ymiepd wuiaum pacxoisl (B TOM UHCIE
YIIYILEHHYIO BBITOJ1Y), Jlaxe ecliu
VYI0JIHOMOUYEHHOE YUYPEKIEHHE OBLIO MOCTABIIEHO
B HM3BECTHOCTb O BO3MOXKHOCTU HaJIM4Ms TaKUX
yOBITKOB.

6.2  Croponsl OCBOOOXKIAIOTCSA oT
OTBETCTBEHHOCTH M UCIOJHEHHsS] TPUHATHIX Ha
cebst 00s3aTenbeTB Mo Hacrosuiemy CoriameHuto
B cllyuae  BO3HUKHOBEHHS  OOCTOSITENLCTB
HenpeogonuMon cuiiel. [log obOcrosiTenbeTBaMu
HENPEOJAOIUMON CHUJIBI JJIsl IeJiel HacTOSILEero
Cornamenust CTOPOHBI COIJIAIIAIOTCS TOHUMATh
mo00e  00CTOSATEIBCTBO MM 0OCTOSATEILCTBA,
kotoppie  CTopoHa,  3asBisAOmIas 00  UX
HACTYIUICHHHM, HE CIOCOOHa, HECMOTpsi Ha BcCe
00OCHOBAaHHBIC YCHWJIWS, TPEAOTBPATHTh WIIH
MPEOA0JETh, U KOTOPBIE, B YACTHOCTH, BKJIIOYAIOT B
ce0s1 BOMHBI, JEWCTBUS COLMAILHO OMACHBIX
JJIEMEHTOB, COCTOSHHUE 3/I0POBbs, TaHJIEMUH,
BOCCTAaHHUS, TPaXJTAHCKHEC OCCHOPSAIKU, MOJHHH,
MOXKaphl, B3pPbBIBBL, Oypu, HABOAHEHHUS, JPYTrHe
CTUXUUHBIC OencTBUs WA MIPUPOJTHBIC
KaTaklu3Mbl, 3a0acTOBKM, JIOKAyThl, MpPOYHE
TPYJOBBIE KOH(MDIUKTHI, Yrpo3bl BO3HHUKHOBCHHS
W/WIM JTUKBUJAIUS YPE3BBIYAWHON CHUTyalluu H
(uTM) BO3HMKHOBEHHE YIPO3bl PaCHpOCTPaHEHUs
AMUJIEMUYECKUX 3a00JIeBaHUMN, TMPEACTABISIONIUX
OTMACHOCTh JUIA OKPYKAIOIINX, 3a00JeBaHUA W
MOpaXKECHHH, MOJTY4EHHBIX B pe3ynbrarte
BO3JICHCTBUS  HEOJArOMpPUATHBIX  XUMHYECKHUX,
OMOJIOTUYECKHX, pAAUALUOHHBIX (DAKTOPOB, W
WHBIE OOCTOSITENHCTBA, KOTOPBIE HECYT Yyrpo3y
OPUYMHEHUS  Bpelda KU3HK H  3JI0POBBIO
WHCIICKTOPOB  (HampuMmep, IO MOJUTHYCCKHM,
MEAWIIMHCKUM WM WHBIM TpPUYUHAM), a TaKKe

3asBUTEND Applicant

VnoiHOMOYeHHOE YUpeiKACHUEC

Cornamrenne / Agreement No. *, [[Tata] / [Date]

6. Liability of Parties

6.1  The liability of the Authorized Institution
shall be limited solely to direct damages sustained
as a result of negligence or willful misconduct of
the Authorized Institution or its pharmaceutical
inspectors in the performance of the Inspection. In
no event shall the Authorized Institution be liable
to the Applicant or any third party for
consequential, special, incidental or punitive
losses, damages or expenses (including, without
limitation, lost profits), even if the Authorized
Institution has been advised of the possible
existence thereof.

6.2  Both Parties are released from liability and
fulfillment of their obligations under the
Agreement in the event of Force Majeure
circumstances. For purposes of the Agreement,
under “Event of Force Majeure” the Parties agree
to understand any circumstance or circumstances
that the Party declaring their occurrence is not
capable, despite all reasonable efforts, to prevent
or overcome, and which, in particular, include
wars, social actions of hazardous elements, health
conditions, pandemics, riots, civil strife, lightning,
fires, explosions, storms, floods, other natural
disasters or natural cataclysm, strikes, lockouts,
other labor conflicts, threats of the occurrence and
occurrence and/or elimination of an emergency
and (or) the emergence of a threat of the spread of
epidemic diseases that pose a danger to others,
diseases and injuries resulting from exposure to
adverse chemical, biological, radiation factors,
and other circumstances that pose a threat to the
life and health of inspectors (for example, for
political, medical skim or other reasons), as well
as acts and actions of state authorities or
administration, which entailed the impossibility of
executing this Agreement, despite all their
possible efforts to execute the Agreement.

Authorized institution

Crpannna / Page 14 u3 / of 20



aKTbl M JIEWCTBUS OPraHOB TIOCYAapCTBEHHOM
BJIACTU WM YIpPaBICHMs, MNOBJIEKIIME 3a COOOMH
HEBO3MOKHOCTb HCIIOJIHEHUS HAaCTOSIIETO
CornanieHus, HECMOTpPsL. Ha BCE HX BO3MOJKHBIC
ycuius ucnoiaHuTh CornaiieHue.

6.3 B ciywyae HeyrmaTel 3asBUTENIEM pPAaCcXOOB,
CBSI3aHHBIX C MPOBEACHUEM (hapMaIleBTHUCCKON
UHCIIEKIIMM, B  YCTAaHOBJCHHBIM  HACTOSIIUM
Cornamenuem CpOK YTOJIHOMOYEHHOE
yupexkJeHue NPUHUMAET pelieHne o0 OTKa3e B
npoBeeHUN (papMaleBTUYECKOW WHCICKIIMA B
Hopsijike, ycTaHoBieHHOM myHkTamu 3.5 u 10.3
Hacrosiero CoramnieHusl.

7. KoHbuneHnmnaibHOCTh

7.1 B orHomeHuu Hacrosiuero CoriameHus u
JTOOBIX CBEJCHHI, IMPEIOCTABICHHBIX B CBSI3U C
HacrosimuM  Cornamenuem (B TOM — 4YHCIE
NEPCOHAIBHBIX JAHHBIX YJIEHOB MHCIEKIIMOHHOU
IpyNIbl) W YKa3aHHBIX pacKpbIBalOLIed UX
Croponotii, KaK  KOH(UICHIHMAJIBHBIX, 150.¢
HoJy4arenb 00s3yercs:

7.1.1 coxpaHATh KOH(UICHIIUATLHOCTh CBEICHUM
000CHOBAaHHBIM U COOTBETCTBYIOIIUM 00pa30M WIIH
B COOTBETCTBHU c [IPUMEHHMBIMHU
npoecCHOHATLHBIMA HOPMaMHU;

7.1.2 ucnionp30BaTh KOHPUACHIINAIbHBIE CBEICHUS
TOJIBKO B II€NIIX BBINOJIHEHUsI 0053aTENbCTB MO
Hactosiemy CorjanieHuio;

7.1.3 BOCIIPOM3BOJUTH KOH(UEHIIHAbHBIE
CBEJIEHUSI TOJIBKO B Cllydyae HEOOXOJUMOCTH JUIs
BBITNIOJIHEHHSI CBOUX 0053aTENbCTB 10 HACTOSALIEMY
Cornamenuzo.

7.2 [TonoxkxeHns  myHKTa 7  HAacTOSILIETO
Cornamenus HE TPUMEHSIOTCSI K CBEICHUSM,
KOTOpBIE:

7.2.1 aBISAIOTCS OOIIEU3BECTHLIMU;
7.2.2 yxe wusBecTHbl onHOM CTOpoHE Ha He
KOH(HUICHIIMAILHOW OCHOBE OT MCTOYHHKA WHOTO,

Hexxenu apyras CTopoHa;

7.2.3 packpeiBatorcsi CTOpOHOW TpPETHUM JIHIIAM
0e3 orpaHuYEeHUS;

3asBUTEND Applicant

VnoiHOMOYeHHOE YUpeiKACHUEC
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6.3 If the Applicant fails to pay the costs
associated with the pharmaceutical inspection
within the period established by this Agreement,
the Authorized Institution shall decide to refuse to
conduct the pharmaceutical inspection as per the
procedure established by clauses 3.5 and 9.3 of
this Agreement.

7. Confidentiality

7.1  With respect to the Agreement and any
information supplied in connection with the
Agreement (including personal data of members
of the inspection team) and designated by the
disclosing Party as confidential, the recipient
agrees to:

7.1.1 protect the confidential information in a
reasonable and appropriate manner or in
accordance with applicable professional standards;

7.1.2 use confidential information only to perform
its obligations under the Agreement;

7.1.3 reproduce confidential information only as
required to perform its obligations under the
Agreement.

7.2  Provisions of the Paragraph 7 of the
Agreement shall not apply to information which
is:

7.2.1 generally available to the public;
7.2.2 available or becomes available to one Party
on a non-confidential basis from a source other

than the other Party;

7.2.3 disclosed by the Party to a third party
without restriction;

Authorized institution
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7.2.4 paspaboranbl omgHoW  CTopoHOW  Ge3
UCIIOJIb30BAaHUS  CBEJCHUM,  IMPEAOCTaBICHHBIX
apyrot  CTOpOHOM WU CBEACHUHM, HOCAILIUX
KOH(UICHIIMALHBIA XapaKkTep;

7.2.5  packpblBalOTCI B  COOTBETCTBUU  C
TpeOOBAHUSIMHU 3aKOHO/IATEIbCTBA.

7.3 Ilpm YCIIOBUH COOJTFOICHUS
BBIIICU3JI0)KEHHOTO VY10JIHOMOYEHHOE
YUPEIKIACHUE BIIPaBe pacKpbIBaTh

KOH(HICHIIMATIbHBIC CBEICHUS, IOJYYCHHBIC B
X0Jie IpoBeieHHs (hapMaeBTHUECKONW MHCIEKIIIH,
MUHHCTEPCTBY TMPOMBIIUICHHOCTH ¥ TOPTOBIU
Poccuiickoit ®enepanyn u  papmManeBTUIECKUM
WHCIIeKTOpaM, ecim UM (1) HEoOXOIHMMO 3HATh
KOH(QUICHIMATBHYIO HHpOpMaNuio i Ieliel
Cornamienus, u (il) OHM 00s3aHBl XPAaHUTH
KOHQHICHIIMATbHYI0 HWH(POpPMAMI0O HE MEHee
CTpOro, 4YeM  TPEAYCMOTPEHO  HACTOSIIUM
CornanieHuem.

7.4  VYTIOIHOMOYEHHOE  YYpPEXKICHHE  HUMEET
paBo pacKpbIBaTh KOH(UICHIHATBEHYIO
uH(pOpPMALIHIO roCyapCTBEHHBIM opraHam,
YIIOJTHOMOYEHHBIM 3anpanmBarh TaKyIo
WH(OPMAIIMI0O B COOTBETCTBUU C JCHCTBYIOIIUM
3aKOHOJATEIHCTBOM, u YnonHoMo4eHHOE
YUpEXKJIEHUE HE HECET OTBETCTBEHHOCTU 3a TaKOE
pacKpbITHE.

7.5 OO0s3aTenbCcTBa o COOIIOIEHNTO
KOH(l)I/IJleHHI/IaHI)HOCTI/I, HN3JIOKECHHBIC B HACTOAIIEM
JIOKYMEHTE, JCUCTBYIOT B TEUCHHE 5 JIET C JaThI
3aKkarouenns Hacrosiero Coramenus.

8.006cTosTeNIbCTBA HEPEOAOTUMON CHITBI

8.1. B ciydyae BO3HMKHOBEHHSI OOCTOSTEIHCTB
HENpeoJOIMMON CHUJIbI, @ UMEHHO YpEe3BbIYaiiHBIX U
HETIPEIOTBPAaTUMBIX ~ TIPM  JAHHBIX  YCIIOBHSX
OOCTOSATENLCTB, KaK-TO: CTUXMHUHBIX HPUPOIHBIX
SBJICHUN (3€MIIETPSICEHUI, HABOAHEHUM, TTOKapa U
T.J1.), J€UCTBUI OOBEKTUBHBIX BHEIIHUX (PaKTOPOB
(BoeHHBIE JecTBUS, aKTBI OpTaHoB
rOCyJapCTBEHHOM BJIACTH M YNPABJICHUA U T.IL.), a
TaKXKe JPYIHX Ype3BBIUANHBIX OOCTOSTEIBCTB,
KOTOpbIE HPEnsSTCTBYIOT MIPOBE/ICHUIO
dbapmareBTUIeCKOn WHCIICKITUN
YHOTHOMOYEHHBIM YUPEXJAECHUEM C BBIE3JTHOM Ha
TEPPUTOPUIO TPETHHX CTpPaH, YTOIHOMOYEHHOE
yupexaeHue BIIpaBe U3MEHUTD TUI

3asBUTEND Applicant

VnoiHOMOYeHHOE YUpeiKACHUEC
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7.2.4 developed by one Party independent of any
information furnished by the other Party, or of any
information furnished on a confidential basis;

7.2.5 disclosed pursuant to legal requirements.

7.3 Subject to the foregoing, the Authorized
Institution may disclose  Applicant’s and
Producer’s of medicines confidential information
to the Ministry of Industry and Trade of Russian
Federation and its employees, if they (i) need to
know the confidential information in order to
perform for the purpose of the present Agreement;
and (ii) are bound by the confidentiality
obligations no less strict than those set out in the
Agreement.

7.4  The Authorized Institution shall have the
right to disclose confidential information to
governmental agencies authorized to request such
information in compliance with  relevant
legislation and the Authorized Institution shall not
be liable for such disclosure.

7.5  The confidentiality obligations set forth
herein shall last for a period of 5 (five) years from
the effective of the Agreement.

8. Force majeure

8.1. In the event of force majeure circumstances,
namely extraordinary and unavoidable
circumstances arising under these conditions, such
as natural disasters (earthquakes, floods, fire, etc.),
objective external factors (hostilities, acts of public
authorities, etc.), as well as other extraordinary
circumstances that prevent conducting an onsite
pharmaceutical inspection by the Authorized
Institution on the territory of third countries, the
Authorized Institution has the right to change the
type of pharmaceutical inspection to an inspection
conducted  through means  of  remote
communication.

Authorized institution
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(dbapManeBTUYECKON WHCIEKIIUU Ha HHCIEKINIO C
HCHOJIL30BAaHHUEM CpEACTB NYCTAaHIIMOHHOTO
B3aUMOJIEVCTBUSL.

8.2. O mpuHATOM B COOTBETCTBUHU C IYHKTOM 8.1
HaCTOSIILEro Cornamenus peLeHun
VYIOTHOMOYEHHOE  YYPEXKIEHUE  yBEJOMIISET
3asBUTEINIA B YCTAHOBJICHHOM IOPSIIKE B TEUEHHE 5
(mATH) paboumx AHEH CO THS TPUHATHS TAKOTO
peLIeHMS.

8.3. B cinyuae Hecormacus 3asBUTENS C
W3MEHEHHEM TUNa (apMaleBTUICCKON HHCIICKIIHH
3asiBUTENb BIPaBE YBEAOMUTH YIIOJIHOMOUYEHHOE
yupexIeHue 006 3ToM B TeueHue 5 (MsITH) pabounx
nHeil. B atom ciiysae CTOpPOHBI ONOJHUTEIBHO
COTJIACOBBIBAIOT CPOKHM M THUII  IPOBEACHHS
dapMalieBTUYECKON  WHCHEKIUU C  Y4YETOM
OXKHJAEMBIX CPOKOB MHHOBaHHUS OOCTOSTEIHCTB
HENPEOAOTUMON CUIIBI.

9. Pazpenienue cnopon

91 B cimyyae  BO3HHUKHOBEHHUS  JIIOOBIX
IIPOTUBOPEYUN WM IPETEH3UM II0 HACTOSLIEMY
CornameHuio WM B CBA3M C HHUM JIMOO e€ro
HapyIIeHHEM, TMpEeKpalleHueM JeHCTBHS WU
NeMCTBUTENBHOCTRI0, CTOPOHBI MPEIIPUHUMAIOT
YCUJIHSI JUIS YPerYJIHMPOBaHUS TAaKHX CIIOPOB BO
BHECY1eOHOM MOPsIIKE yTEM I1€PETOBOPOB.

9.2 B caywae, ecau CTOpOHBI HE CMOTYT
JIOTOBOPUTBCS, BCE CIIOPHI, pa3HOTJIACHS WM

Tpe6OBaHI/I$[, BO3HUKAIOIIHNEC nu3 HaCTOAIICTO
CornameHuss WIH B CBI3H C HUM, B TOM YHUCIJIC
Kacaromuecs €ro HUCIIOJTHCHMU A, HapyuicHus,
MMPpEKpalCHuA Ui HeﬂeﬁCTBHTGHBHOCTH,

HoJuIeXaT pa3peuieHn0o B ApOUTpa)kHOM cyJie
roposia MockBbl. ApOuTpakHoe pa3OupaTenbCTBO
BEJIETCSl HA PYCCKOM SI3bIKE.

9.3  Cornamenue NOUIEKHUT TOJIKOBAHUIO U
perynupyercs B COOTBETCTBUU c
3aKoHoaarenbCcTBOM Poccuiickon @enepauun. Ipu
pacCMOTPEHMH  CIOpPOB,  BO3HHUKAIOIIMX W3
HacTtosuero CornameHus WM B CBA3M C HHM,
IIPUMEHEHUIO MTOJIEKUT 3aKOHOJATEIILCTBO
Poccuiickoit denepanun.

10. Cpok seiicTBus B pacTopkeHre CoraicHus

10.1 Hactosimee Cornamienue BCTyHaeT B CHUITY

3asBUTEND Applicant
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8.2. The Authorized Institution shall notify the
Applicant of the decision taken as per clause 8.1 of
the Agreement in accordance with the established
procedure within 5 (five) business days from the
date of taking such a decision.

8.3. In case the Applicant does not agree with the
change of the pharmaceutical inspection type, the
Applicant has the right to notify the Authorized
Institution thereof within 5 (five) business days. In
this case, the Parties shall additionally agree on the
timing and type of pharmaceutical inspection,
taking into account the expected timing of the end
of force majeure events.

9. Dispute resolution

9.1 In the event of any controversies or claims
the Agreement, or in connection herewith or with
the breach, termination or validity hereof, the
Parties shall attempt to resolve such disputes
amicably.

9.2 Should the Parties fail to resolve in
amicable way any disputes or controversies
arising out of or in connection with the Agreement
any such dispute, controversy or claim which may
arise out of or in connection with the Agreement,
or the execution, breach, termination or invalidity
thereof, shall be settled by Moscow Arbitration
Court. The arbitration proceedings shall be in
Russian language.

9.3 The Agreement shall be construed and
governed by the law of the Russian Federation.
Disputes arising out of the Agreement shall be
resolved pursuant to the effective laws of the
Russian Federation.

10. Term and Termination of Agreement

10.1 The Agreement shall enter into force as of

Authorized institution
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B Jary ero noganucanus CTopoHaMH, yKa3aHHYIO B
Hayaje HACTOSIIEro JOKYMEHTa, M JEHUCTBYET [0
Ha/IJISXKAIIET0 UCTIONHEHUS 0053aTebcTB CTOPOH.

10.2 Pacropxenue Hactosmero CoriameHus
Joryckaercsi mo coramennto CTOPOH WM IO
OCHOBaHUSM, TPETyCMOTPEHHBIM MPUMEHUMBIM
3aKOHOJIATEIIHCTBOM.

10.3 B cayuae Heymiatbl 3asBUTEIEM B CPOK
pacxomos, CBSI3aHHBIX c MIPOBEICHUEM
(bapmalieBTUYECKON UHCTIEKINH, Y TOTHOMOYEHHOE
yUpeKJIeHue TPHHUMAeT pemieHue o0 OoTKaze B
npoBeeHUN  (papMaleBTUUYECKOW  MHCIEKINH
IPOU3BOJIUTENSA, W  PACTOPraeT  HACTOsIIEE
Cornanienue B OAHOCTOPOHHEM BHeECY/eOHOM
MOPSITKE C OTHECEHUEM pPAacXO0JIOB, IMOHECCHHBIX
YIOIHOMOYEHHBIM YUpEKACHUEM Ha MOJArOTOBKY
K TPOBEACHUIO (PapMaleBTUYCCKON WHCIICKIHH
(myakt 3.1 wactosmero CornameHusi), Ha
3asBuTens.  PacueT  MOHECEHHBIX  PacXojoB
OCYIIECTBIISIETCS B COOTBETCTBUU C YTBEPKICHHOU
npuKa3oM MUHUCTEPCTBA IMPOMBINUICHHOCTH H
toproiu Poccuiickoit ®@enepanun ot 20 siHBaps
2021 1. Ne 90 Meromgmkoi ompeneneHus pasmepa
IaThl 32  MpPOBeACHHE  (PapMaleBTUYECKUX
WHCTICKIIUH TIPOU3BOCTBA JICKAPCTBCHHBIX CPE/ICTB
JUISE METULIMHCKOTO MPUMEHEHUS Ha COOTBETCTBHE
TpeOOBaHUSIM MPaBUII HaJlJIe)KaIen
MIPOU3BOJICTBEHHON MTPAKTHKHU.

104 B ciuydae
Coramesus 1o

pPacTOp>KEHHsT  HACTOSIILETO
UHBIM  OCHOBAHUSIM, 4YeM
npeaycMoTpeHo  nyHkroM  10.3  Hactosmiero
Cornamienuss (B TOM 4MclI€ BBUAY OT3bIBa
3agBJICHUs] O BbIJaue CepTH(HKaTa COOTBETCTBHS
IpOU3BOUTENS  (MIPOU3BOJIUTENS  HEPE3UJIEHTA)
JIEKapCTBEHHBIX CPEACTB I MEIOUIMHCKOIO
IpPUMEHEHUs TpeOOBaHUSAM MpaBUJl HaJIeKallen
IIPOU3BOACTBEHHON  NpakTuku  EBpasuiickoro
SKOHOMMYECKOT0o coto3a), CTOpOHBI IPOU3BOIAT
CBEPKY B3aUMHBIX pacueToB, O YEM COCTaBISAIOT
COOTBETCTBYIOIIMH  aKT, W W3  OIUIAYEHHBIX
3asBUTENIEM B COOTBETCTBUUM C IIYHKTOM 5
HacTtosuiero CornamieHus JEHEXKHBIX CPENICTB
YIOJIHOMOUYEHHOE  YUYPEXACHHE  IPOU3BOJUT
ylIepKaHHEe B pa3Mepe pacxo/ioB, IOHECEHHBIX
YII0JIHOMOUYEHHBIM YYPEXKIECHUEM Ha MOJATOTOBKY
K TPOBEACHHUIO (hapMalleBTUYECKON HHCIIEKINU
(mynktr 3.1 nHacrosmero Cornamenus). Pacuer

ITIOHECEHHBIX pacxoa0B OCYHICCTBIIACTCA B
COOTBCTCTBUH C YTBep)KHCHHOﬁ IIpUKA30M
3asBUTEND Applicant
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the date of execution hereof first before written
and shall continue in effect until the obligations of
the Parties are duly performed.

10.2 The Agreement may be terminated upon
consent of the Parties or due to the provisions of
the governing law.

10.3 In case of non-payment by the Applicant of
the pharmaceutical inspection fee in manner and
terms established by the Agreement, the
Authorized Institution takes decision on refusal to
carry out the pharmaceutical inspection and
terminates the Agreement through unilateral
extrajudicial procedure with the attribution of the
costs incurred by the Authorized Institution for
preparing  the  pharmaceutical  inspection
(paragraph 3.1 of this Agreement) to the
Applicant. The calculation of expenses incurred
shall be done in accordance with the methodology
for determining the fees for conducting
pharmaceutical inspections of the manufacture of
human medicines for compliance with the
requirements of the Good Manufacturing Practice
rules, as established by the Ministry of Industry
and Trade of the Russian Federation order No. 90
dated 20 January 2021.

10.4 In case this Agreement is terminated on the
grounds other than provided for in clause 9.3 of
this Agreement (including the withdrawal of the
application for the issuance of a certificate of
conformity of a manufacturer (non-resident
manufacturer) of human medicines to the
requirements of Good Manufacturing Practice
rules of the Eurasian Economic Union), the Parties
shall make a mutual payments reconciliation,
which is drawn up by the relevant act; in
accordance with clause 5 of this Agreement,
(clause 3.1 of this Agreement), the Authorized
Institution shall withhold the amount of expenses
incurred by the Authorized for the preparation for
the pharmaceutical inspection from the funds paid
by the Applicant. The calculation of expenses
incurred shall be carried out in accordance with
the methodology for determining the amount of
payment  for  conducting pharmaceutical
inspections of the manufacture of human
medicines for compliance with the requirements of

Authorized institution
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MuHucTepcTBa MPOMBIIUIEHHOCTH Y TOPrOBIU
Poccuiickoit ®@enepaumu ot 20 sHBaps 2021 r.
Ne 90 meroaukoit onpesenenus: pa3Mepa miathl 3a

npoBeJcHUEe  (papMalleBTUYCCKUX  HMHCICKIIHN
MPOU3BOJICTBA  JICKAPCTBEHHBIX  CPEIACTB  JUIA
MEIMIIMHCKOTO TMPUMEHEHHS Ha COOTBETCTBHE
TpeOOBaHUSIM MPaBUII HaJlJIeXKaIen
IIPOU3BOJICTBEHHON TTPAKTHKH.

11. IIpouue nOI0KEHHUS

11.1 Bece peAbIAYyIINe corialieHus,
MEeperoBopsl U mepenucka Mexay CTopoHaMu 1o
BOIIpOCaM, PEryJIUpyeMbIM HACTOSALLIM

CornanieHueM, yTpauMBalOT CHIYy C MOMEHTa
noanucanus Hacrosiero CornameHus.

11.2 Hacrosmee CormnameHue cOCTaBJIEHO Ha
PYCCKOM W  QHTJIMHCKOM  S3BbIKaX B JIBYX
NOJ/UIMHHBIX ~ JK3EMIUISIpaX, HWMCKOIIUX PaBHYIO
IOPUIMYECKYIO CHITY, TIO OJHOMY IS KaXKIOW M3
CropoH. B crmyuae BO3HHUKHOBEHUS Pa3HOUYTCHMIA
MEXKIYy PYCCKAM U aHTJIMHACKAM BapUaHTOM
NPEUMYIICCTBEHHYI0 CHJIy HMMEET BapHaHT Ha
PYCCKOM SI3BIKE.

11.3 Bce u3MeHeHUs, TOTOTHCHHUS, TPUIIOKEHUS
Kk Hacrosmemy Cornamenuro, odopmieHHbIE B
MMCbMEHHOM BHUJIe M moanucaHHeie CTopoHamu,
SIBJISIFOTCSL €r0 HEOTHhEMIIEMOM YacThbl0 M HMECIOT
PaBHYIO C HUM FOPHIUYECKYIO CHITY.

11.4 Kaxngas u3z CTopoH o00si3aHa NHUCHMEHHO
yBeloMUTh Jpyryto CTopoHy 00 HU3MEHEeHUU
CBOETO HAWMEHOBaHUS, MeCTa HaXOXKICHUS,
MOYTOBOTO aapeca, HOMEPOB TeneOHHOU U (WH)
(bakCUMUIBHOM CBA3M, a Takke OaHKOBCKHX
PEKBU3UTOB HE MEHee 4eM 3a 3 (TpH) JHS 10 JaThl
IperoyiaraéMbIX M3MEHEHUl, a B ciy4ae, eciu
TaKU€ W3MEHEHUS TMPEABHIECTh HEBO3MOXKHO — HE
no3aHee 48 (copoka BOCHbMH) YacOB C MOMEHTA,
KOT'Jla O TAKUX U3MEHEHUSX CTalI0 U3BECTHO.

115 Bce YBEIOMIICHHUS u COOO0IIeHUs
COCTaBIIIOTCA B THChbMEHHOM Bujae. CTOpOHBI
JTOJIKHBI HATPAaBISAThH HE00XO0IUMbIe
YBEJIOMJICHHSI/COOOIIIEHUSI  3aKa3HBIM  TIOYTOBBIM
OTNPAaBJICHHEM C YBEJOMIIEHHEM O BPYUYCHHH U
(umu) B DNEKTPOHHOM  BHJIEe B Qopme
JNEKTPOHHOTO JOKYMEHTa, M B TaKOM cllydae
TaKue  YBEIOMJICHUS/COOOIIEHNUS  CUUTAIOTCS
HANPaBIEHHBIMU HAJ[ICKAIINM 00pa30M, €CIIH OHU
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the Good Manufacturing Practice rules, as
established by the Ministry of Industry and Trade
of the Russian Federation order No. 90 dated 20
January 2021.

11.  Other provisions

11.1 All the previous agreements, negotiations
and correspondence between the Parties on the
matters regulated by the Agreement are
considered to be void after executing of the
Agreement.

11.2 The Agreement is executed in Russian and
in English languages in two original copies having
equal legal force, one for each party. In case of
contradiction in Russian and English version, the
Russian version prevails.

11.3 Any additional agreements, amendments
and annexes to the Agreement are valid and are
incorporated parts hereof only in case they are
done in writing and signed by duly authorized
representatives of the Parties.

11.4 Each Party hereto shall inform in writing
the other Party on the change of its name,
location, post address, phone numbers and/or fax
numbers, banking details not less than 3 (three)
business days prior to such changes or in case
these changes are unforeseeable within 48 (forty
eight) hours since the moment when the changes
became known.

11.5 All notifications and communications must
be made in writing. Parties may send the
necessary  notifications/communications by
registered mail with return receipt requested and
(or) in a form of electronic document, and in that
case such notifications/communications shall be
deemed to have been forwarded in a due manner,
if they are received by the addressee. The notice
(message) is deemed received by the addressee if

Authorized institution
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ObUTM  TIONIyY4EHBI  aJpecaToM.  YBEIOMIICHHE
(cooOmieHne) cunTaeTcs MONYYCHHBIM afpecaToM,
CCJIM OTHPABUTCIIb HE IMOJY4YHJI aBTOMATHUYCCKOC
WIA  WHOE  YBEJIOMIICHHE O  HEJOCTaBKE
OTIIPABJICHHOTO YBEIOMJICHUS (COOOIIIEHUS).

11.6 Iloamucek YIIOJTHOMOYEHHOT' O amna
CropoHbl Ha ()aKCHMUIIBHOM COOOILEHUM WM Ha
CKaHHPOBAHHOM KOIIMU IOPUIMYECKH 3HAYMMOIO
JOKyMeHTa  pacueHuBaercss CTOpOHaMH  Kak
HOJTMHHASL. [Tocnenyromee HaIpaBJIEHUE
OPUTHHAJIBHOIO  JIOKyMEHTa  00s3aTeIbHO B
teyeHue 3 (Tpu) pabouux JAHEH 3aKa3HbIM
IIOYTOBBIM OTIIPABJICHUEM C YBEIOMIICHHEM O
BPYUYEHHUH, KypbEPCKOH CI1y>KOOM UM OCBUIbHBIM.

HOAIINUCHU CTOPOH

Cornamrenne / Agreement No. *, [[Tata] / [Date]

an automatic or other message on the delivery of
the notice (message) failure is not received by the
sender.

11.6 The signature of a Party’s authorized
officer on a fax message or on a scanned copy of a
legally significant document shall be considered
by Parties as authentic. Posterior delivery of the
original document is obligatory within 3 (three)
business days by registered mail with return
receipt requested, courier mail service or by a
special messenger.

| SIGNATURES OF THE PARTIES

ot BASABUTEJIA / for the APPLICANT

seal

3asBUTEND Applicant

VnoiHOMOYeHHOE YUpeiKACHUEC

or YIIOJJTHOMOYEHHOI'O YUPEXJIEHUSA /
for the AUTHORIZED INSTITUTION
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Crpannna / Page 20 u3 / of 20



