KOHTPAKT

«23» nrons 2022 1.

Mexny
®. Xopdmanu-JIa Pow JIta,
['peHuaxepurpacce 124, CH-4070 bazsenb,

[lIBeiiuapus, B JHLE Hzabens boiiccoHHac u
WMoxana  JleckomOe3,  OEHCTBYIOIMX  Ha
ocHoBaHuM Ycrasa (qanee umeHyemoe «POLL »),
u

OO01uecTBeHHbI ¢onn «Ka3zakcraHn
XaJIKbIHA», 3APETHCTPHPOBAHHbIN MO aApecy:
Pecny6nuka Kasaxcran, 010000, ropoa Hyp-
Cynran, paiion Ecuib, NpOCICKT KabGan6ait
Gatbipa 6/1, oduc 160, B nuue Ilpencenaress
Ipasnenust XKamumesa b.b., neficTByrowero Ha
OcHOBaHMH Y CTaBa, Aajnee MMEHYEMbIT «OD» co
BTOPO¥ CTOPOHBI, @ TAKKE

ToBapuiLEeCTBO c OrpaHN4eHHOMH
OTBETCTBEHHOCThIO «CK-®@apmauusi»,
3aperucTpMpOBAHHOE 10 aapecy: 010000, ropon
Hyp-Cynrat, Ecunbckuit paioH, yiL. JIOCTBIK,
13/3, B muue [lpencenatens IlpaBneHus
Uckanuesa E.C., Hauiexawum 00pasom
JefiCTBYIOIIEr0 Ha OCHOBaHWMW VYcTaBa W
npukaza MUHHCTEPCTBA  31PaBOOXpaHCHHUA
Pecny6nnku Kasaxctan oOT 12.07.2020 rona
No27. nanee umenyemoe «CK», ¢ TpeTbeil
CTOPOHBI, :

[IOCKOJIBKY 3akmoyeH MemopaHiym O
B3aUMOIMOHUMAHUM Mexay MHHUCTEPCTBOM
3paBooxpaHeHus PecryOanku KazaxctaH, OD
1 CK ot 3 mapta 2022 rona;

[TOCKOJIBKY O® roToB  MOAAEPKATb
[IALHEHTOB CO CIIUHAIBHO-MBILIEUHOM aTpoduei
(CMA) c¢ npuobpereruem 250  drakoHoB
JleKapCTBEHHOTO CpelcTBa DBpUCIU®, a TakKe ¢
npeocTaBicHHeM (QUHAHCHPOBAHUA [UIA  MX
JIeYeHUS;

[IODTOMY CcTOpPOHBI NPHUILLIK K COrMalICHHIO O
ClIeyIOLEM:

1. OnpenesieHust
Jlna ueneii Hactosiero KoHTpakTa TEpMUHEL
yKa3bIBaeMBbIe C 3araBHOM OyKBBI 0e3 yKazaHus
MHOTO  ONpelesieHHs,  NPUMEHATCA B
ClIeIyIOLIEM 3HaYE€HUHU:

AdGuIrpoBaHHOE JULO:

o3HavaeT (a) OpraHU3aLMUIo, KOTopas MpsMo Win
KOCBEHHO KOHTPOJHMPYET CTOPOHY HACTOSILLEro
Kontpakra; (b) opraHu3aluio, MpsMO HIH
KOCBEHHO KOHTPOJHUPYEMYIO CTOPOHOM
nacrosimero KoHTpakTa; (C) OpraHu3auuio,
KOTOpasi MPSIMO MM KOCBEHHO KOHTPOJIMPYETCA
MaTEPUHCKOH KOMMaHHEN CTOPOHBI HACTOALICTO

AGREEMENT
23 June 2022

Between

F. Hoffmann-La Roche Ltd,

Grenzacherstrasse 124, CH-4070 Basel, Switzerland, duly
represented by Isabel Boissonnas and Johan Descombes,
acting on the basis of the Charter, (hereinafter called
“ROCHE”) on the one side, and

Public Fund “Kazakhstan Halkyna”, having its
registered office at: Kabanbay Batyr Ave. 6/1, office 160,
Esil district, Nur-Sultan, 010000, Republic of Kazakhstan,
duly represented by Zhamishev Bolat, Chairman of the
Board, acting on the basis of the Charter (hereinafter called
«PFKH>») from the second side, and

SK-Pharmaceuticals LLP, having its registered office at:
010000, Nur-Sultan city, Yesil district, 13/3 Dostyk str,
duly represented by the Chairman of the Board Iskaliyev
Ye. S., acting on the basis of the Charter and order of the
Ministry of Healthcare of the Republic of Kazakhstan dated
July 12, 2020 No.27, (hereinafter called “SK”) from the
third side.

WHEREAS, the Ministry of Healthcare of the Republic of
Kazakhstan, PEKH and SK entered into a Memorandum of
Understanding on 3 March 2022;

WHEREAS, PFKH is willing to support SMA patients
with 250 bottles of Evrysdi® and thus finance their
treatment;

NOW, THEREFORE, the parties agreed as follows:

1. Definitions
For the purposes of this Agreement, capitalized terms used
herein but not otherwise defined shall have the meanings
set forth below:

Affiliate

means (a) an organization, which directly or indirectly
controls a party to this Agreement; (b) an organization,
which is directly or indirectly controlled by a party to this
Agreement; (c) an organization, which is controlled,
directly or indirectly, by the ultimate parent company of a
party to this Agreement; “control” as per (a) to (c) is
defined as owning more than fifty percent of the voting



KoHTpakTa; TEpMHH «KOHTPOJIb» B ITyHKTaX (a)
f0 (c) TONKyeTcs Kak BrajieHue OGonee HeMm
[STHIOJECATBIO  TMPOLEHTaMH  TOJOCYHOIIMX
aKkUMil KOMIIAHMW WM HalM4ue HHBIX MpaB
pykoBoauTh  (DUHAHCOBBIMM U pabounuMH
HNoNMTHKAMM 71u00 Ha3zHayaThb PYKOBOICTBO
opraHuzauueli. B OTHOLIEHMH POLI TepmuH
«AQdunpoBaHHOE JTULI0> HE BKITIOYACT Chugai
Pharmaceutical Co. Ltd., 1-1, Nihonbashi-
Muromachi 2-chome, Chuo-ku Tokyo, 103-
8324, Japan («Chugai»)uX 104€pHHE KOMIAHNHU,
kpome crmydaes, korma POI cormacurcs Ha
takoe Bkmouenwe Chugai W UX HOYEPHHX
KOMIaHWH, HarnpaBuB MACbMEHHOE
ysenomienue O® u CK.

CpoK BCTYILJIEHUS B CUTY
Kak omnpeneneHo B L.
KonTpakra.

10.1 HacTOALIETO

GMP

O3Ha4aer JEeUCTBYOLLYIO Hannexauuyro
MPOU3BOACTBEHHYIO MpPaKTUKY s
dapmaueBTHIECKON MPOAYKLMH B COOTBETCTBUH
c JelcTByOEN Hannexauei
NPOU3BOCTBEHHOM PaKTUKOM ISt
(apMaLeBTUIECKOH MPOAYKIHH EC.

ToBapsl
o3HauaeT  (apmMauLeBTHICCKYIO

nepeurciIeHHyI0 B [IpHnoxeHum A.

NPOAYKLHIO,

Teppuropust
o3nauaet Pecryonuky Kazaxcran

Cyonoapaa4uK

03HAYaeT JIOOYI0 KOMMaHUIo, paboTatollylo oT
umenn CK B pamkax mnpeaMera HACTOSILICro
KoHTpakra.

2. Ipeamer 1

2.1. Hacrosumm POLI  npomaer, O®P
omnaurBaeT 3a ToBapbl Ha YC/IOBUAX HNaHHOrO
KontpakTta, CK nony4aet ToBapel, yKasaHHbIC B
pacrosieM KoHTpakTe, WA OCYLIECTBICHUA
XpaHeHus] U TPAHCTOPTUPOBKH B OpraHM3alyy
3paBOOXPAaHEHHs M0  COOTBETCTBYIOLIEMY
NopyYeHHI0 MHHHCTEPCTBA 31paBOOXpaHeHHUA
Pecmy6nuku KazaxcTaH.

Ipu stoM CK He ABNAETCA COOCTBEHHUKOM
ToBapoB M HE HECET OTBETCTBEHHOCTH 33 HX
KauecTBO.

22. CK Hecer eIUHOJWYHYIO U TIOJIHYIO
OTBETCTBEHHOCTb 33  COONIONIEHHE  BCETO
3aKOHOJATENbCTBA M HOPMAaTHBHO-MPaBOBBIX
HopM, geiicTByomux Ha Tepputopun B
OTHOLICHUM XpaHeHus, nepeBo3ku ToBapos Ha
Tepputopuu 10  Hepeaavn ToBapoB B
OpraHu3alld  3/1paBOOXPAHEHHUSL. Oco0ble
ycnosus obpaienus ¢ Toapom X0JIOIOBOM

stock of a company or having otherwise the power to
govern the financial and the operating policies or to appoint
the management of an organization. With respect to
ROCHE, the term "Affiliate" shall not include Chugai
Pharmaceutical Co. Ltd., 1-1, Nihonbashi-Muromachi 2-
chome, Chuo-ku Tokyo, 103-8324, Japan ("Chugai") and
its respective subsidiaries, unless ROCHE opts for such
inclusion of Chugai and/or its respective subsidiaries by
giving written notice to PFKH and SK.

Effective Date
as means the date defined in Article 10.1 hereof.

GMP

means current Good Manufacturing  Practice  for
Pharmaceutical Products according to the current EU Good
Manufacturing Practice of Pharmaceutical Products.

Product
means the pharmaceutical specialty enlisted in Annex A.

Territory
means the Republic of Kazakhstan.

Subcontractor
means any company that is working on behalf of SK within
the scope of this Agreement.

2. Subject

2.1. ROCHE herewith sells and PFKH pays for the Product
under the terms of this Agreement, SK receives the Product
specified in this Agreement for storage and transportation
to healthcare organizations based on the respective
instruction of the Ministry of Healthcare of the Republic
of Kazakhstan.

At the same time, the SK is not the owner of the Product
and is not responsible for its quality.

22. SK shall be solely and entirely responsible for
complying with all laws and regulations applicable in the
Territory for the storage, transportation of the Product in
the Territory before the transfer of Product to healthcare
organizations. Specific conditions for the handling and
storage of cold chain products are defined in Annex C of
this Agreement.
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Hemd M MX XpaHEHHsA  OMpEeleieHbl B
[Mpunoxennu C K HACTOALEMY KoHTpakTy.

3. LlleHbl H YCJI0BHA OMIATHI

3.1. O6mas croumocTh KoHTpakTa COCTaBIACT
2 140 000 (nBa MUJIMOHA CTO COPOK ThICAY)
poanapos CIIA. HaumeHoBaHne Tosapa,
eIMHULA H3MePEHst 1 LIeHa Ha ToBap yKa3aHbl B
[punoxxennn A k KoHTpakTy.

32. Ompata MO HAacToAUIEMY KOHTPAKTy
ocywectsisiercss OP myTeM nepevrcIeHUs Ha
cuer POILI B nosnapax CLUA na ycnosusx 100%
npeaoiaThl.

3.3. BaHkoBckue KoMuccuu Ha tepputopuu PK
omnmaunBaer O®. BaHKOBCKHME KOMHMCCHHM Ha
tepputopunt POLL omma41BaeT POLLL

3.4. O® Bo3mewaet CK pacxopl, CBA3aHHbIC C
TaMoxeHHbIM odopmieHneM Tosapa B TeHeHHE
5 (mATn) pabo4YnX THEH ¢ MOMEHTA BbICTABICHNUA
cueTa. :

3.5. bankoBckue pekBusutsl POLLL:

Cuert B goyapax CLIA

Braneneu cuera: ®. Xopdmanu-Jisa Pouw JITa
Cuet: 2500155

Knupunrossiii cuet: 68070030

IBAN: DE10 6807 0030 0250 0155 00
SWIFT: DEUTDE6FXXX

Bank: 000 «Jloiiue BaHk», Gunuan B T.
®paii6ypr, DE PorTekpuHr 3, DE-79098
®paiidypr

3.6. Bankoeckue pekBusnTsl CK
TOO «CK-®apmauusi»

BUH: 090340007747

BUK: KCIBKZKX

UUK: KZ498560000005988376
Bank: AO «bank LieHTpKpeaut»

3.7. BaHKOBcKHe peKBH3HThI OD
OGecTBenHblil pona «KazakcraH
XaJIKbIHa»

BUH 220140006999

Kbe 18

KZ97601A871001692501 KZT

AO «Haponaubiit bank Kazaxcrana»
BUK HSBKKZKX

BU1H 950341000052

4. locTaBKa M MpoBepKa

4.1. T'paduk noctaBku ykasaH B [IpunoxeHnn b.
[MoanuceiBas [Mpunoxenue b, od
noareepkaaer ToBap, KOJMIECTBO U CPOKH
MOCTaBKHU KaK TBEPIbIH 3aKas3.

POILl nonaTBeppaeT —IMOJyueHHE  3akKasa,
ornpasisisi O® u CK noareepkacHHE 3aKasa.

3. Prices and Payment Conditions

3.1. The total value of the Agreement is 2,140,000 (two
million one hundred forty thousand) US Dollars. The
Product name, unit and price of the Product are specified in
Annex A of the Agreement.

3.2. The total payment for the Product shall be made in US
Dollars by PFKH to the account of ROCHE. The payment
term is 100% prepayment.

3.3. Bank charges on the territory of RKshall be covered
by PFKH. Bank charges on the territory of ROCHE shall
be covered by ROCHE.

3.4. PFKH reimburses SK customs clearance related
expenses within 5 (five) business days from the date of the
invoice.

3.5. Bank details of ROCHE:

US$ Account

Account Holder: F. Hoffmann-La Roche Ltd

Account: 2500155

Clearing: 68070030

IBAN: DE10 6807 0030 0250 0155 00

SWIFT: DEUTDE6FXXX

Bank: Deutsche Bank Ltd, Freiburg Branch, DE
Rotteckring 3, DE-79098 Freiburg im Breisgau

3.6. Bank details of SK:
SK-Pharmaceuticals LLP

BIN: 090340007747

BIC: KCIBKZKX

Account No.: KZ498560000005988376
Bank: Bank CenterCredit JSC

3.7. Bank details of PFKH

Public Fund “Kazakhstan Halkyna”
BIN 220140006999

KBe 18

KZ97601A871001692501 KZT
Halyk Bank of Kazakhstan JSC

BIC HSBKKZKX

BIN 950341000052

4. Delivery and Inspection
4.1. The delivery schedule is specified in Annex B. By
signing Annex B, PFKH confirms the Product, quantities

and delivery dates as firm orders.

ROCHE confirms the receipt of the order by sending an
order confirmation to PFKH and SK.
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4.2 POLILI 6ynet noctaBiATh ToBap Ha ycaoBUAX
CIP Anmartsl, Makotepmc® 2020.

JlekapcTBeHHOE  CPEACTBO  DBpuUCIU®  He
3aperucTpUpoBaHO Ha TeppuTOpUM U HE UMEET
3aperucTPUPOBAHHBIX aHAIoroB Ha Tepputopuu
no  MEXIyHapoOAHOMY  HEMATeHTOBAaHHOMY
HaUMEHOBaHHIO (coctaBy W/ uian
XapakTepucTHke). JleKkapCcTBEHHOE CpPEeICTBO
DBpucau® Oyner MOCTaBIATHCA B
MeX 1y HapOHO yraKoBKe.

43. POLI rapautupyetr, uto  Tosap
MPOU3BOAUTCS u YMaKOBBIBAETCA B
cootBeTcTBMM ¢ npaBwiamu GMP, a Ttakxke
MOCTABISETCS B COOTBETCTBUM C TpaBUIIaMHU
GDP.

4.4. CK Oymer nposoautb mposepky Tosapa,
noiyuaemoro ot POLL, nocie nomy4eHus.

CK o6s3yetcs ysenomutb POLLI ne no3aHee yem
B Teyenrne 10 pabouux OHEH, B MUCBMEHHOM

Buie, ecad  nonydyeHHelii  ToBap  He
COOTBETCTBYIOT BbIIICYKAa3aHHBIM TapaHTUSIM
WIM OpPUMEHUMbIM  CreurpHKaLUAM WK

TpeGOoBaHUsIM 3aKOHonaTeNbCTBa TeppuTopuH, U
OyzeT BIpaBe OTKAa3aThCA OT MPHUEMKH TaKOro
Tosapa.

Ecnu POL cornacurcs, uto otka3z CK aBnseTcs
o6ocHoBaHHbIM, To POLLI o yemoTtpenuto POL
Oymet o0s3aH:

a. 3AMEHUTh TAKOM HeCOOTBETCTBYIOwIMiA ToBap
COOTBETCTBYOLLUM TOBapOM 6e3
JOTIONTHUTENBHOIT Or1aThl €O cTOpoHBl OD;

b. Bo3mectuth O® cymMmy, YIIA4YE€HHYIO WU
BBICTABJIEHHYIO 33 TaKOH HECOOTBETCTBYIOIIMI
Togap.

Ecmu no muenuto POLLL ot6pakoBka CK Oynet
aBIATbC  HeoOocHoBaHHO#, POILL mposemer
COOCTBEHHYIO OLEHKY MOC/IE MOJYy4YeHUs aKTa,
KaK yKa3aHO jainee, M CTOPOHbI 00A3yrOTCA
NPOBECTH TEPErOBOPbI M0  10OPOCOBECTHOMY
yperyJiupoBaHHIO BOMpoca.

4.5. TTomumo ykasaHHbIX B naHHO# CtaThe POLLI
He npenycMaTpUBaeT KaKHUX-J1100
PACIIMPEHHBIX WX IOMOJHUTENBHBIX TapaHTHH,
3asiBJIEHUH, CPEJICTB 3aLUThI IPaB WK YCJIOBHIM
moOoro pojaa, NPSMbIX WIK MOAPa3yMEBACMBIX,
(haKTUYECKUX.

4.6. CK oka3piBaeT CONEHCTBHE B IOJTYYCHUU
BCEX HEOOXOAUMBIX pa3pelmnTeNbHbIX
JIOKyMEHTOB Ha BBO3 JIEKAPCTBEHHBIX CPEICTB,
He 3aperucTpupoBaHHbiXx Ha Tepputopuu. B
stux weiax POLI o6s3yetcs mpepoctaButsh CK
3a 10 paboumx [HEH [0 MOCTaBKU BCE
HEOOXOOMMbIE TOKYMEHTBI IS  IMOJy4YeHHs

4.2. ROCHE will deliver the Product CIP (Almaty)
Incoterms® 2020.

Evrysdi® is not registered in the Territory and has no
registered analogs in the Territory in terms of international
nonproprietary name (composition and/or characteristics).
Evrysdi® packs will be delivered in international mark up.

4.3. ROCHE warrants that the Product are manufactured in
accordance with GMP and packaged in accordance with
GDP regulations.

4.4. SK will inspect Product received from ROCHE upon
receipt.

SK must notify ROCHE at the latest within 10 (ten)
business days in writing insofar the Product received does
not conform to the above referenced warranties or
respective specifications or legislative requirements of the
Territory and may reject the concerned Product.

If ROCHE accepts that SK’s rejection is justified, ROCHE
will, at ROCHE’s discretion, either

a. replace such nonconforming product with Product that is
conforming, at no additional cost to PFKH;

b.refund to PFKH such

nonconforming Product.

the amount paid for

If ROCHE does not accept that SK’s rejection is justified,
ROCHE will conduct its own evaluation after receipt of the
report referred to hereunder and the parties shall discuss the
outcome in good faith.

4.5. Except as set forth in this Article, ROCHE provides
no further additional or extended warranties,
representation, remedy or condition of any Kind, express
or implied, by fact.

4.6 SK assists in obtaining all necessary permits for the
import of medicines not registered in the Territory. For this
purpose, ROCHE undertakes to provide SK 10 working
days prior to delivery with all necessary documents to
obtain a permit document for the single import of Goods
into the Territory:
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pa3peLINTeNbHOTO JOKYMEHTA Ha pa3oBblii BBO3
Tosapa Ha TeppUTOpHIO:

1) 3IeKTPOHHYIO KOTIHIO HHBOliCA (HaKJIAIHOI) C
MEpeBOIOM Ha PYCCKHM A3BIK;

2) 3IEKTPOHHYIO KOTHIO JIOKYMEHTa
IPOM3BOANTENA, TMOATBEPKAAIOIIEr0 Ka4yecTBO
JIEKapCTBEHHOrO CpelcTBa, C TMEPEBOAOM Ha
pycCKuil sA3bIK (CepTH(QMKATHl aHaIM3a HIHM
[POTOKOJ UCMBITAHMI MIIM MACMOPT Ka4ecTsa €
TNoKa3aTesIMU OLEHKH KaueCTBa);

3) mnuceMa OT MPOU3BOAMTENEW WIM  UX
npejicTaBuTeNiell 0  HEBO3MOXHOCTH  BBO3a
JIeKapCTBEHHOTO cpeacTsa B
3aperucTprupoBaHHOl Ha TeppUTOPHH YNAKOBKE
(B cniyuae Hanuaus B 'ocy 1apCcTBEHHOM pEeCTpe
JIEKApCTBEHHBIX ~ CPEACTB W MEIMUHMHCKHX

wsgenuii  TeppuTOpUU  3aperMCTPUPOBAHHBIX
JIEKapCTBEHHBIX ~ CPEACTB  C  aHATOTMYHBIMH
ME K1y HapOIHEIM HeraTeHTOBAHHBIM

HaMeHOBAHHEM, J03MPOBKOM, KOHLEHTpaLKeH,
00bEMOM 1 (acOBKOIA).

[Tpu 3toM, CK He HeceT OTBETCTBEHHOCTH 3a
OTKa3 YIMOJHOMOYEHHOr0 opraHa B BBIAYE
paspeluuTeNbHOr0 JIOKYMEHTa Ha BBO3, IO
npuuMHaM, He 3aBucaumm ot CK.

POLLl He HeceT OTBETCTBEHHOCTH 3a MO3JHUE
cpoku mocTaBku B ciydae, eciu CK He OyayT
r0JIy4YeHbl BCe HEOOXONMMbIE Pa3peliMTENbHBIE
JOKYMEHTBI Ha BBO3 IEKAPCTBEHHBIX CPEICTB, HE
3aperucTpUpOBaHHbIX Ha Tepputopuu.

4.7. dakThyeckol AaTON MOCTaBKM CUMUTAETCA
nara, yKa3aHHas YMIOJTHOMOYEHHBIM
npencrasutenem CK B Akre mpuema-nepenayu
Tosapa.

4.8. Tlpu nocraske Tosapa POIL npexncrasiser
ClIeAYIOLIHE TOKYMEHThI:

1) KONUIO PErMcTPaLOHHOrO YIOCTOBEPEHHSA
Toapa (mpu HamIMuuK) /KOO JTOKYMECHTHI,
TIpeaycMOTpPeHHbIE B 1.4.6.;

2) TOBApHYIO HAKJIANHYIO B 3-X 9K3. (110 OXHOMY
3K3eMIUISAPY IJIs KaXKAO0H U3 CTOPOH);

3) cuer-hakTypy B 3-X OK3./cuer (eciau
OCTABIIUK He ABisercs miatensimkom HIC);

4) Akt npuema-niepenauu Topapa B 3-X 3K3. (110
OHOMY IK3EMIUIAPY [T KaXI0H U3 CTOPOH).

5) HHBoIiC;

6) YmakoBOYHBI JHUCT;

7) ABuaHaknaaHas,

8) CepTudUKaT MPOUCXOKACHUSA;

9) Ceptu¢ukaT aHa/IU3a,

10) UHCcTpyKUMs no MeIULMHCKOMY
npumeneHnIo ToBapa Ha Ka3aXCKOM fA3BIKE;

11) CTHKepbI € XOPOIIO YUTAEMbIM IIPUPTOM Ha
Ka3aXCKOM M PYCCKOM sA3bIKax (B Cjlyuae BBO3a B
He3apeructpupoBanHoii B PK ynakoske).

CK gnomkeH OyzeT OpraHu3oBaTh MPOLECC
pasMelleHus  (HaklIeWBaHWs) CTHKEPOB  Ha
Tosape, noctaBnensom POLIIL.

1) an electronic copy of the invoice (consignment note)
with a translation into Russian;

2) an electronic copy of the manufacturer's document
confirming the quality of the medicinal product, translated
into Russian (certificates of analysis or test report or quality
passport with quality evaluation indicators);

3) letters from manufacturers or their representatives on
impossibility to import a medicinal product in the package
registered in the Territory (if the State Register of
Medicinal Products and Medical Devices of the Territory
has registered medicinal products with similar international
nonproprietary name, dosage, concentration, volume and
package size).

In this case, the SK is not responsible for the refusal of the
authorized body to issue an import authorization document
for reasons beyond control of SK.

Roche is not responsible for late delivery in case SK fails
to obtain a permit for the import of medicines not registered
in the Territory.

4.7. The actual date of delivery shall be the date specified
by an authorized representative of the SK in the Certificate
of Transfer and Acceptance of Goods.

4.8 Upon delivery of the Goods, ROCHE shall submit the
following documents:

1) a copy of the registration certificate of Goods (if any) or
the documents stipulated in clause 4.6;

2) consignment note in 3 copies (one copy for each party);
3) invoice in triplicate (if the Supplier is nota VAT payer);

4) The Act of receipt and transfer of Goods in triplicate
(one copy for each party).

5) Invoice;

6) Packing list;

7) Air waybill;

8) Certificate of origin;

9) Certificate of analysis;

10) Instructions for medical use of the Goods in the Kazakh
language;

11) Stickers with well-readable fonts in Kazakh and
Russian (in the case of import in non-registered in the
Republic of Kazakhstan packaging).

SK should arrange for a process of placing stickers on the
Product delivered by ROCHE.
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4.9. TMTocraBka ToBapa Ha KaXIOM DJTalle
ucronHeHus Jloropopa OCYLIECTBISETCS B
LEJIbIX YIMaKOBKaXx.

4.10. Bece pHCKH, CBSI3aHHbIE c
Oo0OHapy>KeHHeM HEeI0CTa4YH, HEKOMIIIEKTHOCTH
Tosapa, mnopueii Tosapa, pacxoabl MO
CTpaxoBaHHUIO U nepeBo3ke ToBapa Bo3nararoTcs
Ha POLLIL.

5. Peknamauuu B oTHoweHuu Ipoaykuuu u
®apMaKoJ0rH4ecKuii Haa30p

5.1 O® wumu CK 00s3yroTcs TLIATENBHO
OTCJ/IeKMBATh JIIOOYIO kajnoly, Kacarollyrcs
IMponykToB, mnoBedeHHyO 10 cBeaeHus O@
wumn CK B coorBerctBuu ¢ GMP u
NPUMEHUMBIMH ~ MECTHBIMH  3aKOHaMM, U
npaBuiamMu. O®  wunn CK  1O/KHBI
He3aMeUTUTEIbHO npouHPOPMHUPOBATH
basel.complaint_manager_pharma@roche.com
0 TaKuX kanobax.

5.2. POUI umeeT ropuauyeckoe 0013aTesbCTBO
mo cbopy M  OLEHKE  TMOTEHUMANIbHBIX
HeXeJlaTeNIbHBIX siBneHuil (H), cBsizaHHBIX €
UCMONb30BAaHUEM TMPOAYKTOB KOMIIAHUM U
nepeaaveil COOTBETCTBYIOLIEH HH(pOPMALUHU O
0e30MacHOCTH  JIEKAPCTB B  pEryJUpYrOLIH1e
opranbl. POILl HacTOATENBHO PEKOMEHIYET
coobuiate 0 HS, a Takke 0 ApYrux CoObITHAX,
KOTOpble  TaKXke HMEIOT  OTHOLIEHHE K
0e30macHOCTH JIEKapCTBEHHbIX CpEICTB,
HarpuMmep, 0coOble CUTyalMu * W KanoObl Ha
npoxykito (¢ uiau 6e3 HA).

[lpu 3TOM HexenaTeabHOE SABJIEHHE O3HAYAET
nmoboe HeOnaronpusTHOE MEIULMHCKOE
coOplTHE y  MalMeHTa  WId  cyObekTa
KJIMHUYECKOTO  HCCJIENOBAaHUS, MPHUHABLIErO
(apMaueBTHYECKUI Mpemnapar, KOTOpPOE He
00s3aTeIbHO  OOKHO  MMETh  [IPUYHMHHO-
CIIEJICTBEHHYIO CBSI3b C TAKOMW Tepanuei.

5.3. Bce HexenaTelbHble SBJEHHSA, OCOObIE
cuTyauuu * u kano0sl Ha mpoaykuuto (¢ HA unu
0e3), mosiyueHHble Ha Teppuropuu KaszaxcraHa
cnenyetr coodwmuts kommaHuu TOO  «Pow
Kazaxcran».

Anpec: Pecryonuka KasaxcraH, A26A3DS, r.
Anmatel, Meneyckuii paiioH, np.Jlocteik 210,
BLI Kokrem I'pant

Email: kz.safety @roche.com

JItoOble MoJTyyeHHble OaHHbIE O 0€30MacHOCTH
JIEKapCTBEHHBIX CpeCTB Oy 1y T 00padaThIBaThCS
¢ 0c000i OCTOPOKHOCTHIO M TIIATETBHOCTHIO B

COOTBETCTBHHU c KOHKPETHBIM
3akoHonarenbscTBoM 0 GVP (dapmakonamsope)
" MOJTUTUKAMU KOH(UAESHUUATBHOCTH,

CBsI3aHHBIMM C (hapMaKkoHaa30poM. JlaHHBIE,
MOJTy4eHHbIE B CBA3M C ()apMaKkOHaA30pOM, He

4.9 Delivery of Goods at each stage of performance of the
Agreement is carried out in whole packages.

4.10. All risks associated with detection of shortage,
incompleteness of Goods, Goods spoilage, insurance and
Goods transportation costs are borne by ROCHE.

5. Product Complaints and Pharmacovigilance

5.1 PFKH and/or SK shall follow up thoroughly any
complaint relating to the Product brought to the attention
of PFKH and/or SK according to GMP and applicable local
laws and regulations. PFKH and/or SK shall immediately
inform basel.complaint_manager_pharma@roche.com
about such complaints.

5.2 Roche has a legal obligation to collect and assess
potential adverse events (AE) associated with the use of
company products and to report relevant drug safety
information to regulatory authorities. Roche encourages
the reporting of AEs as well as other events which are also
relevant to drug safety such as special situations* and
product complaints (with or without AE).

Whereby, an adverse event shall mean any untoward
medical occurrence in a patient or clinical investigation
subject administered a pharmaceutical product and which
does not necessarily have to have a causal relationship with
this treatment.

5.3. All adverse events, special situations* and product
complaints (with or without AE) received on the territory
of Kazakhstan should be reported to Roche Kazakhstan
LLP.

Address: Republic of Kazakhstan, A26A3D8, Almaty, 210
Dostyk dstr., Koktem Grant BC, Medeuskiy District

Email: kz.safety @roche.com

Any drug safety data received will be processed with
greatest care and diligence in accordance with specific
GVP (pharmacovigilance) legislation and privacy policies
related to pharmacovigilance. Data received in conjunction
with pharmacovigilance will not be used for any other
purpose.
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OyoyT HCMOJBb30BaThCSl HU U KakKWX OPYTHX
uesei.

* bBepeMeHHOCTb / KOPMJIEHHE TpYIbIO,
UCIOJIb30BaHWE B MNEAUaTpUM / TOKUIOM
BO3pacTe, OTCYTCTBHE 3¢ EeKTUBHOCTH,
nepeno3npoBKa, HeTrpaBUIbHOE
HCIIOJIb30BAHMUE, 370ynoTpedneHue,
UCTIONIb30BaHWE HE MO HAa3HAYeHWIo, oluubKa
npueMa JIeKapcTB (B TOM qHcie
npenoTBpalleHHas  OWMOKa  MPUMEHEHHUA
JIEKAPCTBEHHOrO CpPEACTBa W MOTEHLHAIbHAs
oumndka NPUMEHEHUS
cpelcTBa), MpodecCHOHabHOE BO3IEHCTBUE,
JaHHble, OTHOCALIMECS K TIOJO3PEHUIO Ha
nepeqayy Bo3OyauTeneld MHQEKUMH Uepes
JIEKapCTBEHHBII npenapar (STIAMP),
JIeKapCTBEHHOE B3aUMOJIEHCTBHE,
(hanbCcupUIMPOBaHHbIE JIeKapCTBEHHbIE
npenaparbl (mpeanonaraemble WU
MOATBEPKICHHbIE) " npeJrnonaracMble
HeXKeJlaTesibHble  ABJEHMS B pE3YNbTaTe
KOJUTEKTHBHBIX HCKOB.

6. Aynut

6.1. POLI
HWHCIIEKTUPOBATh
YMOJIHOMOYEHHYIO TPEThIO CTOPOHY
MHCIEKTUPOBATh (BKTROYAS noJyyeHue
o0pa3suoB W KOMHUHl JOKYMEHTOB) B 1000
MOMEHT B paboyee BpeMs

a. Bce mnomemeHus, B Kortopelx CK xpaHur
Tosapsl, a TaKkxe 3anucu CK c
MOATBEPKAAIOLLUMH JOKYMEHTaMH B
oTHoueHuu ToBapos, u

b. yderHble kHuru CK B TOM OTHOLIEHUH, B
KOTOpOM OHHM Kacarorcst ToBapos.

CaMOCTOSITEbHO
HarnpaBUTh

BIpaBe
Wiu

6.2. POLL pomxeH cornacoBate ¢ CK Bpewms
npoBefieHUs  MHcnekuud,  HanpaBus  CK
MpeIBapUTEIbHOE yBEJIOMJIEHHE HE MEHEE YeEM
3a 10 (mecATb) KaJeHAApHBIX OHEH 110
3aIJIaHUPOBAHHOM JaThl MHCMEKLHH.

7. KonpuaeHunanbHocTb

7.1. Kpome ciy4aeB, koraa 3To 0043aTesbHO 10
3akoHy wim pemenuto cyga, O® u CK
0053y10TCA cobsroaaTh CTPOryIO
KOH()HUICHIUAEHOCTh BCEH Hay4HOH, AEI0BOIA
U HUHOW uWHpopMauuu (Hanee HMEHYEMOM
«KoHuneHumanpHas nHbOpMaLHs»),
noayyaemoii ot POLL unu B CBA3M ¢ HACTOSIILUM
Kontpaktom. O® u CK Oynyt cobmoaars 1
Beceil KonduaeHnumuansHoit nHGOpMaLuu TOT xke

pPeXUM, KOTOpBIH OHAa  MpUMEHseT  [Uid
COOCTBEHHOW 3amMuIaeMoil WHpopMaUUH, HU
00s3yeTcs HE UCIMO0JIb30BaTh TaKyo
HH(OPMALIUIO:

a. Kpome cllyyaes, Koraa Takas
KonbunenunanbHas uHdopmauus —sBaseTcs
001IEN3BECTHOI w CTaHOBHTCS

JIEKAPCTBEHHOT'O

*  Pregnancy/breastfeeding, use in pediatric/elderly
population, lack of efficacy, overdose, misuse, abuse, off
label use, medication error (including intercepted
medication error and potential medication error),
occupational exposure, data related to a suspected
transmission of an infectious agent via a medicinal product
(STIAMP), drug interaction, falsified medicinal products
(whether suspected or confirmed) and suspected adverse
events from class action lawsuits.

6. Audit

6.1. ROCHE shall be free to inspect or to have a duly
authorized third party inspect (including taking samples
and copies of documents) at any time during normal
working hours

a.all premises where SK stores the Product, as well as the
records of SK with supporting documents relating to the
Product, and

b.the books of SK, to the extent they relate to the Product.

6.2. ROCHE must agree with SK on the timing of the
inspection by giving SK at least 10 (ten) calendar days
advance notice of the scheduled inspection date.

7. Confidentiality

7.1. Except as otherwise required by law or court decision,
PFKH and SK shall keep in strict confidence all scientific,
business, and other information (hereinafter called
“Confidential Information”) received from ROCHE or
obtained in connection with this Agreement. PFKH and SK
will treat all Confidential Information in the same manner
as it would treat its own proprietary information and will
make no use of such information:

a. unless such Confidential Information is general public
knowledge or becomes general public knowledge through
no fault of PFKH and/or SK, or
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00LIEU3BECTHON He B pe3yjbTaTe HapylICHUS
O® w/umu CK, nnu

b. kpome clyyaes, Koraa Takas
KoHnpuneHunanpHas uHpOpMaUUss HMeEIach y
O® wu/unu CK 6e3 TpeGoBaHus 0 COOIIOJCHUH €€
KOH(QUIEHUUWATBHOCTH 1O  MOMEHTa €€
MOJTy4EHUs], UK

C. Kpome Cclly4aeB, Korza Takas
KoHdunenunanbHas MHGOpMALUS TMOTy4aeTCs
O® wumu CK or Tperbero Juua s
UCIIOJIb30BAHUS UIIH PACKPBITUS 0€3 KaKUX-JIH00
o6s3arenscTB nepea POLLL, unu

d. kpome ciy4aeB, Koraa MOXeT OBbITb
JokazaHo, 4to Takas KoHduneHuuanbHas
uHopMamms Obla pa3paboTaHa HE3aBMCUMO
0e3 UCTIONIb30BaHUS KaKoi-1160
KouounenuunanbHoii unpopmarmu POLLIL

7.2. Tlonoxenust naHHOW CTaTbU MPOJOIKAIOT
JeHCTBOBATh TOCJE PACTOPKEHUS HACTOALIErO
KoHrpakra.

8. OTBeTcTBeHHOCTH CTOPOH

8.1. 3a HeucrnonHeHHWE WIM HEHaIJIeXKallee
UCIIOIHEHHE  0053aTebCTB [0  HACTOSIIEMY
HoroBopy, POLU, O® wu CK Hecyr
OTBETCTBEHHOCTb B COOTBETCTBUU c
3aKOHOAATEBCTBOM JAHHOIO J0roBOpa.

8.2. OTBETCTBEHHOCTb 3a KOCBEHHBIH WK
noOOYHbIH y1epo, cpeau npoyvero
BKJTFOYAIOLINA B cebs moTepro OusHeca WM
YITyLEHHYIO BBITOLlY, CTPOTO HCK/IIOYEHA.

8.3. B cirydae HEUCMOHEHUSA WiIu
HeHa/UIeXaIlero UCMOJIHEHUs! OHON U3 CTOPOH
0053aTeNCTB MO JAOTOBOPY, Apyras CTOpPOHA
BIpaBe notpedoBaTh yCTpaHeHusl B
YCTaHOBJIEHHBIH CPOK HapyLUEHUMH, BO3SHUKIIUX
BCJIEICTBHE OTCTYIJIEHHs OT yCJIOBHIi 10roBoOpa.
8.4. B cmyyae He moctraBkd ToBapoB HIH
HapyweHuss POILl cpokoB moctaBku, auO0
noctaBki ToBapoB HEHaAJekKaLIEro KavecTBE,
O® BnpaBe TpeboBaTh ymnatel POIL nenu B
pasmepe 0,1% OT CyMMbl HEMOCTaBIEHHOIO B
cpok ToBapoB 3a KaxIblil JE€Hb MPOCPOYKH, HO
He ©Oomee 10% or oOwell CTOUMOCTH
HerocTaBjleHHOro ToBapa. Ilpu 3ToM ymnara
neHn He ocBoOokmaer POILl or ucrmonHeHHs
0053aTeNBbCTB.

8.5. B ciydae oTka3a OT MOCTaBKH BCEW WIIH
gactd Tosapo POIIl o6g3an omnatute OD
eIMHOBpeMEeHHBI mTpad B pasmepe 5% OT
CTOMMOCTH HEMOCTaBJIEHHOTO TOBapa.

9. O6cTOSATEILCTBA HEMPEOAOJIUMOI CHJIbI
9.1. Ecnu kakas-nmu00 U3 CTOPOH He OyeT UMETh

BO3MO>XHOCTH CBOCBPEMEHHO HCIIOJHUTH WJIU
HCTIOJIHATH KaKue-IH00 CBOM 00s3aTeNbCTBA MO

HacTtosmieMy  KoHTpakTy  mo  mpHU4YuHe
OGcTosATENBCTB HEMpeoa0IUMO CUJIBI,
BKJIIOYas CTUXUiHbIe OCICTBHS, MOXKaphl,

b. unless such Confidential information was in PFKH’s
and/or SK possession on a non-confidential basis prior to
its receipt thereof, or

c. unless such Confidential Information is received by
PFKH and/or SK from any third party for use or disclosure
without any obligation to ROCHE, or

d. unless such Confidential Information can Be shown
independently developed without the use of any of the
Confidential Information of ROCHE.

7.2. The provisions of this Article will survive termination
or expiry of this Agreement.

8. Liability of the Parties

8.1 For non-performance or improper performance of
obligations under this Agreement, ROCHE, PFKH and SK
shall be liable in accordance with the laws of this
Agreement.

8.2 Liability for consequential or incidental damages,
including but not limited to loss of business or loss of
profits, is strictly excluded.

8.3 In the event of non-performance or improper
performance of contractual obligations by one of the
parties, the other party is entitled to demand the elimination
within a specified period of time of the breach arising from
the deviation from the terms of the contract.

8.4 If ROCHE fails to deliver the Goods or fails to meet
delivery deadlines, or if the Goods are not delivered in
proper quality, the BUYER has the right to demand that
ROCHE pay a fine of 0.1% of the undelivered Goods for
each day of the delay, but not more than 10% of the total
value of the undelivered Goods. Payment of the penalty
does not release ROCHE from performance of its
obligations.

8.5 If ROCHE refuses to deliver all or part of the Goods,
ROCHE shall pay to the BUYER a one-time fine of 5% of
the cost of the goods not delivered.

9. Force Majeure

9.1. If either party is delayed, interrupted in or prevented
from the performance of any obligation hereunder by
reason of Force Majeure including an act of God, fire,
flood, war (declared or undeclared), public disaster,
general strike, governmental enactment, legislative acts,
rule or regulation, or any other cause beyond such party's



HaBOJHEHHUS, BOIHbI (OOBABJIEHHBIE WU HE
00BsBIIEHHBIE), BceoOLe OeICTBUS, BCEOOLIHE
3a0aCTOBKM, MPUHATHE TOCYAAPCTBEHHBIMU
OpraHaMH yKas3a, HOpMaTUBHBIX aKTOB, MpaBua
UIM TOCTAHOBJEHUsA, JIMOO WHBIE MPUYMHBI,
HEMOJKOHTPONIbHbIE TaKO#H CTOpOHE, JaHHas
CTOpOHa He OydeT HEeCTH OTBETCTBEHHOCTH
nepel APYrod MO HUM, a CPOK MCHOJHEHHSA
Takoro 00s3aTe/IbCTBA npoIeBaeTCs
COpa3MepHO MepUOoNy NEHUCTBUSA 00CTOATENLCTB,
BBI3BABLINX 3a€PKKY, Mepeboil B UCIOIHEHHH
UM HEBO3MOXHOCTb HcroyiHeHusi. CTopoHa,
’KENaKoLIas BOCIO/1b30BaThCsl TAKUMHU MPaBaMH B
ciayyae OOCTOSATENBCTB HEMPEOIOTUMON CHIIBI,
00s3aHa YBEJOMUTb APYTYIO CTOPOHY B TEUYEHHUE
15 (mATHagUATH) AHEH C MEPBOro U MOCIEAHErO
ITHSA CYLLIECTBOBAHHUS O0cTosTENBCTBA
HEeMnpeoa0TUMO CHIIBI, eciu camo
OOCTOATENBCTBO  HEMPEOAOJMMON  CHIBI  HE
JE€NaeT HEBO3MOXHBIM TaKOe YBEIOMIIEHHE — B
TaKOM Clyyae YBEAOMIIEHHE [OJUKHO ObITh
HaIpaBJIeHO MPH MEPBOA BO3MOMKHOCTH.

9.2. Curyauusi, CIOXHBLUASCS B pe3yJbTaTe
Takoro OOGCTOATENBCTBA HEMPEOOTUMOM CHJIbI,
JO/KHA OBITb YperyjaupoBaHa TIpH TMEPBOM
BO3MOXHOCTH C DPa3yMHOHl OMNEpPaTUBHOCTHIO.
Ecmn OOcTosiTenbcTBa HENpeoa0NnMOil CHIIbI
HeHCTBYIOT Gosiee 3 (Tpex) MecsleB, CTOPOHA, HE
noABeprarouascs Bo3aeucTBH0 OOCTOATENLCTB
HENpeonoJuMoil  cunbl,  Oyner  Bmpase
pactopruyTe  KOHTpakT ¢  HeMemIeHHbIM
BCTYIUIEHHEM B CHIIy TAaKOrO pacTOpPIKEHHUS,
HarpaBWB TMHMCbMEHHOE YBEIOMJIEHHE IpYTroii

CTOPOHE, eciu OOCTOATENBCTBO
HETIPEOJO0JIUMON CHJIBI NpOI0JIKAET
JIECTBOBATD.

10. Cpok eiicTBHSI H pacTopKeHHe

10.1. Hactosimee CornauieHue BCTyMaeT B CUIY
C MOMEHTA €ro NoAnucaHus u aeictyet mo 31
nekabdps 2022 r.

10.2. HecMOTpst Ha BBILIEU3/I0KEHHOE, JT00as U3
CTOPOH  MOXET pPacCTOPTHYTb  HACTOSILLEE
CornaiieHue B N060e BpeMs C HEMEUIEHHBIM
BCTYIUIEHHEM B CHIY IyTeM IHCbMEHHOTO
YBEIOMJIEHUS IPYTUX CTOPOH

1) ecnum gpyras cTopoHa (CTOpOHBI) He
BBIMOJIHWIIA (HE BBIMOJIHWIM) Kakoe-Tubo u3
CBOMUX 0053aTeNbCTB no HaCTOsLIEMY
CornalieHuro W He  yCTpaHHIa  TakKoe
HEBBINOJIHEHHE B TeueHue 30 (Tpuauatv) aHei
MOCJ€ IUCBbMEHHOTO YBEAOMJIEHHS 00 3TOM
IIEPBOM CTOPOHBI, UJIH

2) ecnu apyras CTOpOHa (CTOPOHBI) HAXOAMTCA
WM Heu30exHO B Osmkaiiuem Oymyuiem Gynet
pacmyuieHa, JIMKBUIMPOBaHA 17071
00aHKPOTUTCS, WM

control, such party shall not be liable to the other therefore
and the time for performance of such obligation shall be
extended for a period equal to the duration of the
contingency which occasioned the delay, interruption or
prevention. The party invoking such Force Majeure rights
must notify the other parties) within a period of 15 (fifteen)
days, from the first and the last day of the Force Majeure
unless the Force Majeure renders such notification
impossible in which case notification will be made as soon
as possible.

9.2. The situation created by such Force Majeure shall be
remedied as soon as possible with all reasonable dispatch.
If the Force majeure lasts for more than 3 (three) months
the party not affected by the Force majeure can terminate
the Agreement with immediate effect by written notice to
the other parties as long as the Force Majeure endures.

10. Term and Termination

10.1. This Agreement shall enter into force upon signature
of the Agreement and shall remain in force until December
31%02022.

10.2. Notwithstanding the foregoing, either party may
terminate this Agreement at any time with immediate
effect by written notice to the other parties

1) if the other party(ies) has/have failed to perform any of
ist/their obligations hereunder and has not corrected such
default within 60 (sixty) days after written notice thereof
by the first party, or

2) if the other party(ies) is/are or will inevitably in the
near future be dissolved, liquidated or bankrupt, or
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3) ecnu  ympaBieHde,  KOHTPOJb WM
OpraHuzauus  JApyroii  CTOPOHbI  (CTOPOH)
H3MEHUITUCH/U3MEHUIUCH TAKUM 00pa3oM, 4ro,
N0 MHEHHIO NEPBOH CTOPOHBI, MPOIOJIKEHUE
HacTOSILLEro KoHnTpakra CTaHOBUTCS
HEBO3MOXHBIM.

11. Ipoyne nosnoxeHust

11.1. HeucnonHUMblIe MOJIOKEHHUS U AETUMOCTb:
Ecnu  kakoe-nubGo  MONOXKEHWE  HACTOSALIETO
KontpakTa 6ynet npu3HaHO HeJEHCTBUTENBHBIM
WM HEWCIIOJHUMBIM, TAKUE HENEeHCTBUTEI/ILHBIE
WK HEUCTIOJIHUMBIE T0JIOKEHHUS 3aMEHSIOTCS

JNEUCTBUTEbHBIMU u HCIIOJTHUMBIMH
MOJIO)KEHUAMU, KOTOPBIM ‘MaKCI/IMaJIbHO 01U3KO
COOTBETCTBYIOT OKOHOMHUYECKUM )44
KOMMEPYECKUM HaME€pCHUAM CTOpPOH.

OcTanbHele nonoxeHus Hactosiuero Konrpakra
MPOIOJDKAIOT AEHCTBOBATH B MOJHYIO CHITY, NPH
YC/IOBHH, YTO He 3aTPArMBarOTCs CyILECTBEHHBIE
HHTEpeChI CTOpOH, T.e. CTOPOHBI
TPEANONOKUTENBHO 3aKIIOUYMIN OBl HACTOALINII
KoHTpakT 6€3 HeMCMOJHUMBIX MOJIOKEHHIA.

11.2. Otka3 ot npas: HecnocoGHOCTE 0601 13
CTOPOH MOTpeOOBaTh CTPOrOro BBIMOJTHEHHSA
W/vnu COOIOAEHUS KaKoro-anbo
0043aTeNbCTBA, CPOKA, MOJNOKEHHS HIIH yCITIOBUS
no Hacroamemy KoHTpakTy He sBisercs
OTKa30M OT MpPaB B OTHOIIEHWUH HEr0 U HUKOUM
obpazom HE 3aTparuBaet npaBo
COOTBETCTBYIOILIEH CTOPOHBI TPeOOBATh TAKOrO
BBITIOJIHEHUS W/UId coomoneHus. OTka3 nroooii
13 CTOPOH OT NpaB MU HAPYIIEHUH KAKOT0-1100
0043aTesIbCTBA, CPOKA, MOJIOKEHUS UK YCIOBHS
no Hacroswemy KoHTpakTy He sBiseTcs
OTKa30M OT MpaB MpH JFOOOM €ro rnocjieayomeM

HapylIeHUH WIH HapyLeHUU MHOTO
00s3aTeNbCTBA,  CPOKA,  MOJIOKEHUS WU
YCJIOBHSI.

11.3. Cybnoapsanuuku: O® u CK oTBeuaroT 3a
moOble  ycayru cBoux CyOnoapsma4MkoB Mo
HactosmeMy KoHTpakTy B TOM ke 00beMe, Kak
ecnu 6b1 camu OD w/unu CK okasbiBanu uiu He
OKa3aJld COOTBETCTBYIOLINE YCIYTH.

11.4. TlonHora cornmaweHus: Hacrosmuii
KOHTpakKT coaep:kKHUT MoJIHOe MOHUMAHHE MEMXKIY
€ro CTOpPOHAMHM B OTHOLIEHUU MpEaAMETa
00CyXI€HHUA 1 3aMEHsET BCe MpeILIeCTBYIONMNE
corjameHus u JIOTOBOPEHHOCTH, Kak
MUCBbMEHHBIE, TaK U YCTHbIE.

11.5. Verynka: Hu ogHa U3 CTOpOH HE Brpase
YCTYNHUTh MpaBa H  00s3aTeIbCTBA 10
HactosimeMy KOHTpakTy TpeTbeMy JMUy B
UeIOM WM 4acTHYHO 0e3 mpeaBapUTebHOro
cornacust opyroi CTOPOHBI. OnHako
Addunuposannsie muna POL He cuuraroTcs

3) if the management, control or organization of the other
party(ies) has/have changed in such a way as to render it
impossible for the first party in its opinion to continue this
Agreement.

11. Miscellaneous

11.1. Unenforceable Provisions and Severability: If any of
the provisions of this Agreement are held to be void or
unenforceable, then such void or unenforceable provisions
shall be replaced by valid and enforceable provisions,
which will achieve as far as possible the economic business
intentions of the parties. However, the remainder of this
Agreement will remain in full force and effect, provided
that the material interests of the parties are not affected, i.e.
the parties would presumably have concluded this
Agreement without the unenforceable provisions.

11.2. Waiver: The failure by either party to require strict
performance and/or observance of any obligation, term,
provision or condition under this Agreement will neither
constitute a waiver thereof nor affect in any way the right
of the respective party to require such performance and/or
observance. The waiver by either party of a breach of any
obligation, term, provision or condition hereunder shall not
constitute a waiver of any subsequent breach thereof or of
any other obligation, term, provision or condition.

11.3. Subcontractors: PFKH and SK shall be liable for any
services of its Subcontractors hereunder to the same extent
as if PFKH and/or SK themselves had performed or failed
to perform the applicable services.

11.4. Entire Understanding: This Agreement contains the
entire understanding between the parties hereto with
respect to the within subject matter and supersedes any and
all prior agreements, understandings and arrangements,
whether written or oral.

11.5. Assignment: Neither party shall assign this
Agreement to a third party — in whole or in part — without
the prior written consent of the other parties. However,
Affiliates of ROCHE shall not be deemed to be third parties
within the meaning of this provision.
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TPETbUMH
TIOJIOXKEHUSL.

JAUOJaMH B 3HAYCHHW  JAaHHOIO

11.6. Ilpunoxenus: Bce Ilpunoxkenus k
HaCTOAIIEMY KouTtpakry ABISIOTCS

HEOTbEMJIEMOM YaCThKO HACTOALLETO KOHTpaKTa.

11.7. U3meHeHusa: M3MeHeHHUA MOJOKEHUN U
ycnoBuii Hactosimero KoHTpakra OyayT uUMeTh
00s13aTeNbHYI0 CWIIy HOJs BCEX €ro CTOPOH,
TOJNBKO €clIW OHU O(OPMJIEHBI B NMUCbMEHHOM
BUJIE U MOANHCAHBI 00EUMHU CTOPOHAMM.

11.8. Peknama u my6nukauuu: O® u CK He
BIpaBe MCIOJIb30BaTh HAUMEHOBAHME, JIOTOTHIT
WIu TOBApHbII 3HaK POLL AU
Addunuposannoro muua POLI nubo uHBIM
oopazom cceutateess Ha POL wnu moboe ee
AddunupoBaHHoe MU0 B MyOJNIMYHBIX
3aABJICHUAX M peksaMe 0e3 MpeaBapUTENBHOrO
cornacusa POLLL

11.9. Veenomnenus: Bce yBemomienus,
KOTOpble JOKHBI OBITH  HAMpaBjeHbl IO
HacTosuieMy KOHTpakTy, CUMTAIOTCS JOKHBIM
00pa3oM JOCTaBIE€HHBIMM B CIIy4ae JIMYHOIO
BPYUYEHUsI WIK OTHPABKU MOYTON, KypbEPOM HIIH
JIEKTPOHHOI TMOYTOH Ha COOTBETCTBYIOLLUMI
aJpec Kaxa0i U3 CTOPOH:

®. Xoppmanu-Jlsa Powr JIta
FOpuanueckuit oraen I'pymnmnel
['peHuaxepiutpacce 124
CH 4070 bazens / llIBeiiuapus
Dakc: +41 61 688 13 96

CK

TOO «CK-®apmauus»

FOpuauyeckuii agpec:

Pecmy6nuka Kazaxcran, 010000, ropoa Hyp-
Cynran, paiioH Ecune, yauua JIocThIK, 30aH1E
13/3

DnekTpoHHbIi aapec: info@sk-pharmacy.kz

KoHTakTHbIE HLA:

MakcyTtoBa basgH

Email: maxutova@sk-pharmacy.kz
Tenedon: +77172571279, 477011027409
banaGaii AGaii

Email: a.balabay @sk-pharmacy.kz
Tenedon: +77172235994, +77010700676

OobwecTBeHHbIil pona «Kazakeran
XaJIKbIHa»

IOpuaunueckuii agpec: Pecryoanka Kasaxcras,
r. Hyp-Cynran, paiton Ecuns, npocnekt
KabaHnbaii 6atbipa, 31anue 6/1, ouc 160

11.10. Hacrtosmmii KoHTpakT cocTtaBieH Ha
PYCCKOM U aHITIWIICKOM s3blkaX. B cmydae
TMPOTHUBOPEUYUI MEXKAY PYCCKOM U aHTIIMHCKON

11.6. Annexes: All Annexes to this Agreement shall form
an integral part to this Agreement.

11.7. Amendments: No amendments of the terms and
conditions of this Agreement shall be binding upon either
party hereto unless in writing and signed by the parties.

11.8. Publicity and Publications: PFKH and SK shall not
use the name, logo or trademark of ROCHE or a ROCHE
Affiliate, or otherwise refer to ROCHE, or any of its
Affiliates, in publicity or advertising without ROCHE’s
prior written consent.

11.9. Notices: Any notice required to be given hereunder
shall be considered properly given if personally delivered
or sent by mail, by courier or by facsimile communication
to the respective address of each party as follows:

F. Hoffmann-La Roche Ltd
Group Legal Department
Grenzacherstrasse 124

CH 4070 Basel / Switzerland
Fax: +41 61 688 13 96

SK

"SK-Pharmaceuticals" LLP

Legal address:

Republic of Kazakhstan, 010000, Nur-sultan city, Yesil
district, 13/3 Dostyk str

e-mail: info @sk-pharmacy.kz

Contact persons:

Maxutova Bayan

Email: maxutova@sk-pharmacy.kz
Telephone: +77172571279, +77011027409
Balabay Abay

Email: a.balabay @sk-pharmacy.kz
Telephone: +77172235994, +77010700676

Public Fund “Kazakhstan Halkyna”

Legal address: Republic of Kazakhstan, Nur-Sultan, Esil
district, Kabanbay Batyr Avenue, building 6/1, office 160

11.10. This Agreement is made in Russian and English
languages. In case of any discrepancies between the
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BepcUel, BepcUs Ha aHTJIMICKOM  S3BIKE

SBIISIETCS NPEBATUPYIOLIEH.

12. JTHKa, TPYA M YECTHOCTH

12.1. Jlrobasgs koppymnuusi, NpHUHYXIEHUE U
3710yNOTpeOIeHUEe MONIOKEHUEM 3aMpellieHbl.
POLI, O® u CK o00s3ytorcs He maBaTh M He
Moay4aTh B3ATKM M HE Y4acTBOBAaTh B HWHBIX
BUIAX HE3aKOHHOTO o0y kaeHus B
KOMMEPUYECKOHN AEATEIbHOCTH MM OTHOLIEHUSIX
C MpaBUTENLCTBEHHbIMU opraHamu. O® u CK
00A3yIOTC BECTH CBOKO JIESATENbHOCTH B
COOTBETCTBUM C J00pPOCOBECTHON W aKTHBHOM
KOHKYPEHLHEH, a Takke B COOTBETCTBHU C
JEeUCTBYIOLUM AHTUMOHOTIOJIbHBIM
3akoHogatensctBoM. O® u CK o0s3yroTcs
NPUMEHATh JI00pOCOBECTHBIE MPaKTUKH
JEOBBIX OTHOIIEHWIl, BKJIIOYAs TOUYHYIO H
JOCTOBEPHYIO peKiamy.

122. O® u CK o00s3yroTcs HHUKOrja He
UCIO/b30BAaTh MPUHY IUTENbHBIH,
MONHEBOJIbHBIN, KaOalbHBIH Tpyd, a TaKkKe
HEOIUIaYMBAEMBbIl  TPyId  3aK/IIOYEHHBIX U
JIETCKUN TpyA.

12.3. Takke O® u CK o0s3anbl cobmoaath
npaBa 4Ye/OBeKa, Haxodsuuecs B cdepe ee
BIIUSIHUSA, U O0SA3YIOTCSI TIPUMEHSATh CTaHAAPThI
YEeCTHOCTH,  M3J0KeHHble B [IpaBuiax
NOBE/ICHUS NOCTAaBUINKOB POLL
(http://www.roche.com/responsibility/business_
ethics/businesspartners.htm).

13. CoGJ1r0aeH1e 3aK0OHOAATEILCTBA 00
IKCnopre

13.1. O® u CK npusHatoT, 4to noautuka POLL
3aK/I04aeTcs B colroieHUn BCEX
NEHCTBYIONIMX 3aKOHOB, HOPMATHBHO-MPABOBbIX
aKTOB, paspeuieHui " JOITyCKOB,
NPUMEHSIOUIMXCA K MpOAaxe, IKCIOPTY,
PE3KCMopTy, MOBTOPHOH Mepenade M UMIOPTY
TOBapoOB, TaKKe B BEIEHUH JEATEIbHOCTH
HaJJIe)KalMM 1 STUYHBIM 00pa3oM.

13.2. POL, O® u CK o00s3yr0TCs cOOIIOAATH
BCE  HAUMOHAIBHOE M  MEXAyHapoaHoe
3aKOHOJATENBCTBO, IEHCTBYIOIIEE B OTHOLIEHUH
NpoJaXkH, 3KCMOpPTa, PEIKCIOpTa, MOBTOPHOI
nepegayd UM ummopta tosapos. [Totomy POILL,
O® u CK oTka3bIBalOTCS OT JIOOBIX OMEpPALHiA,
€cIu OHM OyAyT MpU3HaHBl Hepa3pelIeHHbIMU
0 3aKOHOZATENbCTBY 00 IKCIOPTE.

13.3. Hecmotps Ha BbllleckazaHHoe, OD u
CKne Oyayr »kcnoptupoBaTh ToBapbl B
CTpaHbl, OTJIMYHBIE OT  YyKa3aHHbIX B
CornameHud, ¥ TONBKO B COOTBETCTBUU C
MECTHBIMHU 3aKOHaMH 00 IKCMIOPTHOM KOHTpOJIE,
a Takke c¢ [lpaBunmamum  3kcmopTHOTO
ynpasaenus CILA, ecau npumerumo. O® u CK

English and Russian version, the English version shall
prevail.

12. Ethics, Labour and Integrity

12.1. All corruption, extortion and embezzlement are
prohibited. ROCHE, PFKH and SK shall not pay or accept
bribes or participate in other illegal inducements in
business or government relationships. PFKH and SK shall
conduct their business consistent with fair and vigorous
competition and in compliance with all applicable anti-trust
laws. PFKH and SK shall employ fair business practices,
including accurate and truthful advertising.

12.2.  PFKH and SK shall neither use forced, bonded,
indentured or voluntary prison labor nor child labor.

12.3. In addition PFKH and SK must respect those human
rights that are within their sphere of influence and must
abide by the integrity standards as set forth in the Roche
Supplier Code of Conduct
(http://www.roche.com/responsibility/business_ethics/bus
inesspartners.htm).

13. Export Compliance

13.1. PFKH and SK recognize that it is ROCHE’s policy
to comply with all applicable laws, regulations, permits
and consent orders as they apply to the sale, export, re-
export, retransfer and import of goods and to act in a proper
and ethical manner.

13.2. ROCHE, PFKH and SK commit themselves to
comply with all national and international laws and
regulations as they apply to the sale, export, re-export,
retransfer and import of goods. Therefore, ROCHE, PFKH
and SK refrain from all transactions if recognized as not
being permissible by export compliance regulations.

13.3. Notwithstanding the above, PFKH and SK shall not
export Product to countries other than specified in the
Agreement, and only in compliance with local export
control laws, and also with the U.S. Export Administration
Regulations, if applicable. PFKH and SK must to apply for
export or re-export licenses, if required.
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JOJDKHBI TOAATh 3afBKY HA JKCIOPTHYH WU
PEIKCMOPTHYIO JIULIEH3UH, eciu 3TO
HEOOXOIHMO.

13.4. Bce mpomaxu O® u CK JomkHbI
orcnexuatecd. O® u CK  o0sa3yrores
NpOSBAATh  JOJKHYKHO OCMOTPHUTEJBHOCTD U
3a00TUTBCA O TOM, 4YTOOBl €ro KIWEHTB W
ucnosb3oBaHue ToBapoB He ObUTM CBS3aHBI C
pa3paboTkoit opyxwus u 6oenpunaco. OD u CK
JOJDKHBI BBIMIOJIHUTH MPOBEPKY JTOCTOBEPHOCTU
B OTHOIIEHWM YKa3aHUHl Ha BO3MOXKHOE
HenpaBOMEpHOE HCIOb30BaHUe [IpoayKkToB B
HEMUPHBIX LIENAX.

13.5. B cny4yae comHeHuit O® u CK n0mKHbI
CBSI3aTbCA CO CBOMM KJIMEHTOM U [JIaBHBIM
MEHEIKEPOM MO JKCIIOPTHOMY  KOHTPOIIIO
Roche Pharma. C rnaBHbIM MEHEMXEPOM IO
JKCHOPTHOMY  KOHTpoito Pharma  MoxHO
CBA3aThCS 4Yepe3 OOBIYHbIE KOHTAKTbl MEXKIY
POLI, O® u CK.

13.6. MeHemkep MO 3KCMOPTHOMY KOHTPOJIO
Roche Pharma moxet notpedoBarts cepTUUKAT
KOHEUHOT0 UCIIOJIb30BaHHU.

13.7. O® u CK cornawatoTcsi npeaoctaBUTh
POIII pgoctyn k peneBaHTHbIM 3anucaMm O® u
CK ¢ uenbto omnpeneneHuss COOTBETCTBUS
yciaoBusm  crateit  13.1-13.6 u Bcem
NPUMEHUMBIM 3aKOHaM U MOCTaHOBJIEHUSIM.

13.  IIpumeHumoe MecTo

paccMOTpeHHs CNopoB

npaBo H

Hacrosiwuit KoHTpakT BO BC€X OTHOLIEHUAX
peryaupyetcst 3akoHoaareabcTBoM LlBerinapuu
0e3 yuera JiOOBIX MPUHUMIIOB  BbIOOpa
3akoHoAaTenbcTBa. CTOPOHBI TOFOBOPHMIHUCH H
COMTAaCUJIMCh MOJYMHUTBCS HCKIHOYHUTEIbHOM
topucaukumu bazens / LlBelinapus.

B VYIOCTOBEPEHHUE YEI'O cropoHsl
MOAMUCHIBAIOT HacToslMii KOHTpakT B JHue
CBOMX IOJDKHBIM 00pa3oM yMOJTHOMOYEHHBIX
npeCTaBUTENIeH B 1aThl, yKa3aHHbIE HUXKE.

KOHEL] CTPAHUIIbI

13.4. All sales of PFKH and SK have to be traceable.
PFKH and SK shall exercise due diligence and care to
make sure that its customers and the use of Product are not
connected to the development of arms and ammunitions.
A plausibility check has to be performed by PFKH and SK
with respect to indications of possible misuse of Product
for non-peaceful purposes.

13.5. In case of doubt, PFKH and SK have to contact its
customer and the Chief Export Control Officer of Roche
Pharma. The Chief Export Control Officer Pharma can be
contacted via the customary sales contacts between
ROCHE and PFKH and SK.

13.6. The Chief Export Control Officer of Roche Pharma
may require an end-use certificate.

13.7. PFKH and SK agree to allow ROCHE access to
PFKH and SK relevant records for the purpose of
determining compliance with the terms of Articles 13.1 -
13.6 and all applicable laws and regulations.

13.Applicable Law and Place of Jurisdiction

This Agreement shall be governed in all respects by the
laws of Switzerland, without giving effect to any choice of
laws principles. It is understood and agreed that both
parties hereby submit exclusively to the jurisdiction Basel
Stadt/Switzerland.

IN WITNESS WHEREOF, the parties by their duly
authorized representatives have caused this Agreement to
be executed as of the respective dates written below.

END OF THE PAGE
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14. AAPECA U PEKBU3UTbI CTOPOH

®. Xopdpmanu-JIa Powr JIta

- Pt

'ﬁoxar&/ JHeckom0Oe3

14. ADDRESSES AND BANK DETAILS OF THE

PARTIES

F. Hoffmann-La Roche Ltd

L//n:

}ohah D€scombes

MeHemxKep 1Mo KOHTPaKTaM paéHmmo«ﬁmHecé N\ CQnﬁrhct and Business manager

1 8¢ /)
‘\t \.«,

.\w«.h p

|. Reneae ,.,.“

i/I3a6em, Boiicconnac

OpuckoHCynbT
bazes, ‘30, Qé ,U72
(Hata
ToBapuiecTBo c OrpaHNYeHHO#
OTBETCTBEHHOCTBHIO

«CK-®apmauusi»

Pecniyonuka Kazaxcran, 010000, ropoa Hyp-
CynraH, paiion Ecunb, ynuua JIoCThIK, 30aHUE
13/3

BHH: 090340007747

BaHKOBCKHE PEKBU3UTHI:

BUK: KCIBKZKX

HNHK: KZ498560000005988376

Bauk: AO «bap "geg_m»
Ten: +7 (zﬂ’@ 1-97408 -
e-mail: inf5@ ALY ,’
Hpencen@;

I/chaﬂueB,Eﬁ‘X

O7 2022ro0n

OO01ecpBeHHbI
XaJIKL(HA»

[Ipencenarens
YKamuues bon

Hyp-Cynran

R iy R

o Dorate *:I‘Isébel Boissonnas
T~ " Attorney at Law

sasel, 30, 06. 2022

(Date)

""SK-Pharmaceuticals' LLP

Dostyk str. 13/3, Esil district, Nur-Sultan, 010000,

the Republic of Kazakhstan

BIN: 090340007747

BIC: KCIBKZKX

Account No.: KZ498560000005988376
Bank: Bank CenterCredit JSC

Tel: +7 (7172) 55-97-08

e-mail: info @sk-pharmacy.kz

Ha «Kasakeran P}blivpﬁld ""Kazakhstan Halkyna"

Chairman (g/f the B ard
Zhamishev Bolat

Nur-Sultan,
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MMPUJIO)KEHUE A
NEPEYEHDb TOBAPOB U LIEHBI
K KOHTPAKTY KYNUIU-ITIPOJAXKH Ne___ OT «» 2022TOJA
Bce uensbl ykasaubl B noapax CLLUA Ha ycaosusx CIP Anmatsl, UakotepMc® 2020.

ANNEX A
PRODUCT LIST AND PRICE TO THE PURCHASE AGREEMENT Ne_ DATED
All prices are in USD and understood CIP Almaty Incoterms® 2020.

HanmeHoBaHue ToBapa / Lena CIP , USD, 6e3 HIAC
Product name Koanuecro / CIP Price, USD, excluding VAT
Quantity
OBpucaIu®

INopowok ms
MPUTOTOBJIEHHS PacTBOpa
11 ipueMa BHYTpb 0,75

MI/MJI 250
Evrysdi®
Powder for oral solution
0.75mg/ml bottle 1

8560

®. Xopdpmaup-JIs Pour JIT, F. Hoffmann-La Roche Ltd

'ﬁoxaM@CKOMGe’&

MeHemkep Mo KOHTpaKTaM u pa3BHqu36 3Heca foharK)escombes
IS S\ qu‘tract and Business manager
. . fh..' / \‘“P‘:, ,\\ “,‘.:
| (18108 / } '
~ 1 A N\ / / .
W3abens BoliccoHHac \ \ N/ :
IOpucKOHCY BT )

N A Isgbel Boissonnas

basens, .06, 2022 N o Atomey at Law
| Vim Bascl, w
i ; . o , ; “' ‘

2022

ublic Fund "Kazgkhstan Halkyna"

lﬁHCCHaTCH

JKamuuies Eo
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W\ -La a '{\F.. Hoffmann-La Roche Ltd
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MeHemxep Mo KOHTpaKkTam U pa3 Qecta' v/ Joha escombes
Q\»———-—/ Clontfact and Business manager

Isabel Boissonnas

Basens, 30. 0{ 202 A Attorney at Law
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3a0enb bolicconHac
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Public Fund '"Kazakhstan Halkyna"
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NPUWJIOXEHHUE C - T[PWIOXEHUE 11O
KAYECTBY B OTHOUWEHUU AUCTPUBYLUU
JIEKAPCTBEHHbBIX CPEIACTB k KOHTPAKTY
N OT «» 2022TOOA

1. C uenbto nonnepxanus kauectsa [Ipenaparos CK w/vmm
ero cyobmnoApsauuk 00s3yeTcs BHEOPUTh CHCTEMY
ynpasieHus (papMaleBTUUECKUM Ka4eCTBOM (HarpuMep,
Ha OCHOBaHMU pykoBoiacTBa Q10 MexayHapoaHOTo
coseTa no rapMoHusauuu (ICH)) u ocylecTBisTh CBOIO
NEATENIbHOCTh B COOTBETCTBMM  C  TIpaBUJIaMH
Hannexameid NpakTUKU AUCTPUOYLMH JE€KApCTBEHHBIX
cpencte (TRS957, Ilpunoxkenue 5), pazpaboTaHHBIMH
BcemupHoii opranusauueii 3npaBooxpanenus (BO3), B
Ka4yeCcTBE MUHUMAJILHOTO CTaHOapTa.

2. 2. Bce npomeccel, CBs3aHHBIE C IMCTPUOYLMEl
JIEKAPCTBEHHBIX CPENCTB, OMUCHIBAIOTCS B CTAHAAPTHBIX
onepaunonHbIx npouenypax (COIT). Kaxneriii onepatop
00s3aH npoiiTu 00y4eHue no gaHHeiM COIT U cTporo ux
coomonate. [lpu BO3HHUKHOBEHHH OTK/IOHEHHS OT
YCTaHOBJIEHHOr0  MpoLecca HEOOXOAMMO MpPOBECTH
pacciieoBaHUe JAHHOTO OTKJIOHEHHS ~ B Mpejenax
CHUCTEMBI ynpaBjieHUs: HecooTBeTCTBUAMMU CK n/unm ero
cybnoapsavuka.

3. Bce oGopynoBaHue, MCMONB3yeMOE IS AUCTPUOYLUH
[MpenapatoB, MOMKHO OBITh KBAIM(PUUUPOBAHO B
COOTBETCTBMU C  MEXKAYHAapOAHBIMH  CTaHOAPTAMH.
[Tpouecchl 10MXKHbBI ObITh BaTHIUPOBAHBI HAIIEKALIMM
o0Opa3zom.

4. Jlroboe U3MEHEHHE B KBaJTM(ULIHUPOBAHHOM
000py10BaHHH WM BATUIMPOBAHHOM IMPOLIECCE CIEAYET
3aJ0KyMEHTHPOBATb, MOBEPrHY Th OLIEHKe u
3aJ0KyMEHTHPOBaTh C TIOMOILBIO  YCTAHOBJIEHHOI
CUCTEMBI YNPaBICHUS H3MEHEHUSIMU.

5. Tlocne nomyueHus npenapara ot komnanuu «POLL» CK
W/HIK ero cyOrnoapsAaYuK 00sA3yeTCsl BBIMYCTUTh €ro Ha
BHYTpeHHUI pbIHOK. Ilepen Beimyckom CK w/wiu ero
Cyonoapaa4MK o0sA3aH yIOCTOBEPUTHCS, YTO Mpenapat
rOIEH K WIMOJIb30BaHWIO (MpaBWJIBHBII mOpenapar,
OTCYTCTBHE (DU3MYECKHX MOBPEKACHUN U OTCYTCTBHUE
OTKJIOHEHHIi TEeMMEPATYpbl OT 3aJaHHbIX 3HAYECHUIT).

6. CK w/unm ero cyOmoapsmyuk o0s3aH  MMeTh
YTBEPXKIEHHYIO MPOLIEAYPY, KOTOpas rapaHTHPYET, 4TO
NOTEHUMAJIBHBIE PHMCKHM, Kacalolluecs [Mpenapara, |
PHCKH 7S MalMeHTa MOJABEPrarTCsi CUCTEMaTHYECKUM
OLIEHKE, KOHTPOJIIO M PAacCMOTPEHHIO U IOBOIATCS MO
CBEIEHHUSA COOTBETCTBYIOIUMX JIMI, a TaKkKe TO, 4YTO
MEpONpPUATUS no YNpPaBJIEHUIO pHCKaMH
JOKYMEHTUPYIOTCS HalUIeXAIIUM 00pa3oM.

7. CK w/unu ero cyGnoapsmudk o0s3aH OCYIIECTBIATH
TLIATEJBHOE  JajbHeilllee  OTCIeXUBaHUE  JHOOOM
KanoObl, Kacarolleiics mpemapaToB, KoTopas Oblia
JOBENIEHA 10 Er0 CBEAEHHS, B COOTBETCTBHH C MPaBUIaMU
Hannexxawmel npousBoAcTBeHHON npaktukd (GMP) u
TpeOOBaHUAMH NPUMEHUMBIX HALMOHANLHBLIX 3aKOHOB U
pernamenTtoB. HMHdopmaumo o Moot kanoGe,
CBA3aHHOM C  MPOLECCOM  MPOW3BOJACTBA WU
aucTpubyuun kommanuu «POL», ciexyer cooOuwiare B
MOPSZKE, ONPEJEIIEHHOM B MMyHKTe 27.

ANNEX C -

QUALITY EXHIBIT ON DISTRIBUTION

OF PHARMACEUTICAL PRODUCTS TO THE
AGREEMENT No__ DATED

1.

7.

In order to maintain the quality of the Products SK and/or its
subcontractor shall implement a pharmaceutical quality
management system (e.g. based on ICH Q10) and work in
compliance with WHO Good Distribution Practices for
Pharmaceutical Products (TRS957, Annex 5) as a minimum
standard. ’

All processes related to the distribution of pharmaceutical
products shall be described in SOP’s. These SOP’s shall be
trained to each operator and strictly followed. Once a
deviation from the established process happens it needs to be
investigated within SK and/or its subcontractor discrepancy
management system.

All equipment used for the distribution of the Products shall
be qualified following international standards. Processes shall
be validated accordingly.

Any change to a qualified equipment or validated process
needs to be documented, assessed and documented by an
established change management system.

SK and/or its subcontractor shall release the product to the
local market once received from ROCHE. Prior to the release
SK and/or its subcontractor have to ensure that product is fit
for use (right product, no physical damage and no temperature
excursion).

SK and/or its subcontractor shall have an approved procedure
to ensure that potential product and patient risks are
systematically  assessed, controlled, reviewed, and
communicated, and that risk management activities are
documented appropriately.

SK and/or its subcontractor shall follow up thoroughly any
complaint relating to the products brought to his attention
according to GMP and applicable local laws and regulations.
Information about any complaint related to ROCHE’s
manufacturing or distribution process shall be reported as
defined in paragraph 27. '
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8. CK u O® 06s3y10TCs Ha peryspHOit OCHOBE MPOBOIUT
M JIOKyMEHTHpOBAaTh  BHYTPEHHHE  ayIUTOPCKHE
MPOBEPKU c MEPHOIUYHOCTbIO, Tpebyemoii
HalMOHAIbHBIMU PETYJIATOPHBIMU OpraHaMM, OJHAKO HE
pexe oaHoro pasa B roia. Cremyer omnpenensaTs
HEOOXOJMMBIE  KOPPEKTHUPYIOIUME MEPBl, a TaKkKe
OTCJIC)KUBATH MPOLECC UX pealu3alii.

9. Cnenyer obecneuuTh Haluuue MPOLETYPHI, B KOTOPOIL
OIUCBIBACTCSA TOPALOK paboThl € CyOMOAPAIUUKAMM,
BKJIIOYast BbIOOD u YTBEp)KICHHUE HOBBIX
CyOMOApANYMKOB, MOHHTOPHHI M KOHTPONIb pPaGoOThI
TEKYIIMX CYONMOAPANYMKOB, a TaKKe MpeKpalleHHe
paboThI ¢ CyOMnoAPsATUHKAMH.

10.CK w/unu ero cyGnoapsaduk o6s3aH UMeTh BHeIPEHHbIE
CUCTeMBl W MpOLEAYPbl 1 CO3IaHUs, BbIMYCKa,
KOHTPOJIL M COINAacOBAHMA MOKYMEHTOB. B cmyuae
UCIOJIb30BaHUA SJIEKTPOHHBIX CUCTEM OHH JOJIKHBI ObITH
BaJIUAUPOBAHBbI.

11.VyeTHble 1OKYyMEHTbI CledyeT XpaHUTh HAAEKHBIM
Croco0oM, MPU 3TOM JOCTYN K HMM JOKEH HMEThCS
TOJIBKO Y YMOJHOMOYEHHBIX COTPYAHHKOB; YUYETHBIE
JAOKYMEHTBI JIOJ/UKHBI ObITh JOCTYMHBI IO [EPBOMY
TpeOOBaHMIO B Cllyyae BO3HMKHOBEHUS KaKOTo-IHG0
Bornpoca. [IporpaMma XpaHeHHs y4eTHBIX TOKYMEHTOB 1
HanHpix CK 10/KHA npeqycMmaTpuBaTh CPOK XpaHEHHs
BCEX JOKYMEHTOB, UMEIOLIMX OTHOIIEHHE K CTaHAapTam
rpynimel GxP, npoaomkutensHOCTbIO 15 (MATHAALATH)
Jaer

12.CK w/unm ero cy6noapsiaumk 0613aH 06eCneunTh, 4T00bI
paboThl ¢ HApPKOTHYECKUMH CpelCTBAMH  BCeraa
OCYLIECTBJIAIUCE B COOTBETCTBUM C HALIMOHAIBHBIM H
MEKIyHapOIHbIM 3aKOHOIATENLCTBOM.

13.30aHMs M COOpY)KEHHsl, HHKEHEpHble CHCTEMBI U
000pyI0BaHME  JOKHBI ~ ObITb  CMPOEKTHPOBAHDI,
CKOHCTPYUPOBAHbI, KBaTU(UUUPOBAHBI M  JOJKHBI
00CIy’KMBATLCA TAKUM 00Pa30M, KOTOPBI COracyercs ¢
omepauusAMH, TMOMJIEKAIMUMH OCYIUECTBIEHUIO. UX
NJTaHUPOBKA M KOHCTPYKLHA NOJKHBI MUHUMH3HPOBATh
PUCK  SKCIUTyaTAaUMOHHBIX OWIMOOK U IMyTaHMULBI,
obecrieunBath d(PQPeKTHBHOE IBHKEHHE MAaTEpPHANoB, a
TaKXKe MpeaycMaTpuBaTh BO3MOKHOCTH BBIMOJHEHUS
yOOpKH U TEXHHYECKOrO OOCIy:KMBAHHSI BO H30EKaHHE
MEePEeKPECTHOrO 3arps3HeHHs, HAKOIUIEHWSA MbUIM WX
IpA3d 4, B UEJIOM, [000ro HEeGNArompUsITHOro
BO3JIEHCTBHS HA KA4€CTBO MPenapaToB.

14.ITacnopta 6e3omacuoctn (MSDS) mis Bcex MaTrepuasoB
POLL JOCTYITHBI no aapecy
https://www.roche.com/about/sustainability/environment
/product-strategy-safety.

15.B moboii cuTyaumu, Korma HeOoOXOMHMO BBIMOJIHUTH
YTHIH3ALHIO JICKADCTBEHHBIX CPEICTB (BO3BPALLEHHBIE
TOBAapbI, MPenaparbl ¢ UCTEKIIHUM CPOKOM TOIHOCTH U
OTXOZBI), NAHHBIN MPOLECC AODKEH OCYIIECTBASTHCS B
CTPOro KOHTPOJIMPYEMBIX YCIOBHSAX (HAlpuMep, Ha
CHEeLHATM3UPOBAHHOM CepTUGHULUPOBAHHOM
NPeANpUATHA) M TOA (GU3UYECKHUM HAOIIOICHUEM
KBaTU()HULHUPOBAHHOTO MpPEeACTaBUTEIIA. Cnenyer
NPUHUMATh BO BHUMaHHE HH(OPMALIMIO, COOEPIKALLYIOCS
B MSDS. B ciyuae BO3HHKHOBEHHS TpYAHOCTEN C

8.

On a regular basis, SK and PFKH will perform and document
internal audits with a frequency required by the local
regulatory authorities, but at least once per year. Appropriate
corrective  actions shall be established and their
implementation shall be tracked.

A procedure shall be in place describing the sub-contractor
management program including selection and approval of new
sub-contractors, monitoring and management of existing sub-
contractors as well as decommissioning of sub-contractors.

10.SK and/or its subcontractor shall have systems and procedures

in place for creation, issuance, control and reconciliation of
documents. Electronic systems when used shall be validated.

11.Records shall be stored in a secure manner such that only

authorized personnel have access to the records and they are
readily available in case of any issue. SK’s record and data
retention program shall ensure a document retention period for
all GxP-relevant documents of 15 (fifteen) years.

12.SK and/or its subcontractor shall ensure that narcotics are

always handled in compliance with the local and international
legislation.

13.Facilities, utilities, and equipment shall be designed,

constructed, qualified and maintained to suit the operations to
be carried out. The layout and design shall minimize the risk
of operational errors, mix-up and permit effective material
flow, as well as cleaning and maintenance to avoid cross
contamination, build-up of dust or dirt and, in general, any
adverse effect on the quality of products.

14.Material Safety Data Sheets (MSDS) for all materials of

ROCHE are accessible via
https://www.roche.com/about/sustainability/environment/pro
duct-strategy-safety

15.In any case where pharmaceutical products need to be

disposed (returned goods, expired and waste products) the
process has to be carried out according to strictly controlled
conditions (e.g. at a specialised, certified company) and have
to be physically supervised by a competent delegate. Details
provided in the MSDS have to be considered. In case of
difficulties to safely dispose the products SK should contact
ROCHE.
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6e3onacHoit ytunusaumeit npenapatoB CK o06s3aH
cBs3atbes ¢ komnaHuen «POLL».

16.Temnepatypy ¥ ypOBeHb OTHOCHTEJbHOW BJIAKHOCTH
BO3IyXa B TMOMEUICHUAX CleIyeT TMOAIepPKUBATh B
npeznenax, KoTopble TpeOyloTcs O MaTepualioB,
XpaHAWIMXCA B HUX, W KOTOpble  OMNpeleNeHbl
MOCPENCTBOM MpoLecca KBaTH(PUKALMH.

17.Temnepatypa ¥ OTHOCHUTeNbHas BJIAXHOCTb BO3IyXa
MoAJeXaT HeMpepbIBHON peructpauuu  (MHTEpBasbl
OTpPEIEssIIOT Ha OCHOBAaHMUHU Pe3yJbTaTOB MEpOMNpHATHIA
Mo .ynpaBieHUIO puckamu). [lomyueHHble naHHbIE
apXMBUPYIOT HaIJIekKaLIM 00pa3oM.

18.PacxoxaeHuss B paMKax [polecca  yIpaBieHHs
TeMMnepaTypoil peryJupyroTcs COrJlacHO YCTaHOBJIEHHOM
npouenype paboThl C OTKIOHEHHSMHU.

19.B ciydae oT3bIBa npermnapara ¢ ppiHka kommnanust «POLLI»
BO3MNIABJIAET  MpPOLECC  KOOpOMHAUMU  3aga4y U
HHbopMaLKoOHHOTO  B3amMmozeiicteus.  Kakoe-nu6o
JIOKaJIbHOE B3auMoeiicTBIE c opraHamu
31paBOOXPaHEHHs HE OCYLIECTBISETCS.

20.CrnenyeTt BHEAPUTb U MPOTECTUPOBATH IUIAHBI ACHCTBUI
B UpE3BbIYAHBIX/ HETIPEABUAECHHBIX CUTYALHUSX C LEbIO
rapaHTUpOBaHWA aJEKBAaTHOW peakUMH B  cjydae
BO3HUKHOBEHHS 4YpE3BbIUAMHBIX CUTYyalMii, TaKUX Kak
HEJOCTYIHOCTb MH(OPMALMOHHO-BbIUHCIUTENbHOM
CHCTEMBI, MOJIOMKa OXJIaKAALIEeil YCTAHOBKU B 30HAX
XOJIONUIBHOTO XPAaHEHUs M CTUXUiHbIE OeacTBUA
(HampuMep, Moap, HaBOJHEHHUE, 3eMIIETPICEHHeE).

21.Bo Bpems mpolecca TpaHCHOpTHPOBKW [Ipemaparsl He
JOJDKHBI TOJBEPraThcsl BO3ACHCTBUIO TEMIEPATYpBI,
OTKJIOHSIOLIENCSA oT 3a1aHHBIX YCIOBUH
TPaHCIIOPTHPOBKU. B ciyuyae eciu takoe Bo3aeiicTBue
HEBO3MOXHO M30exars, CK w/mnu ero cybnoapsauuk
OTBEYAET 3a TO, YTOObl CBECTH MPOAOIKUTENBHOCTD
JaHHOTO BO3IEHCTBMA K MHHMUMYMY. B ciyuae eciu
Ha0Jlto1a10Cch OTKJIOHEHHUE TEMIIepaTypbl, BbIXOAslIee 32
npenessl 3aJaHHBIX YCIOBUI TPAHCTIOPTUPOBKH, CIEIyeT
WHULMHMPOBAThL pacciieIoBaHHe B OTHOLIEHUU OCHOBHOIA
NPUYUHBl  TaKOro  OTKJIOHEHWUS W OMNpene/uTh
MPUTOTHOCTh npenapara K JanbHeluemy
UCIOJIb30BaHHIO.

22.C uenblo odecrieueHUs oTciexuBaeMocTu noctaBok CK
W/WIH ero cyonoapsiauuK 00s3aH XpaHUTh KOHKPETHbIE
YUYETHbIE JOKYMEHTBI MO TPAHCIOPTHPOBKE U OTIPY3Ke,
HalpuUMep, MapulIpyT [OCTaBKH, BKJIOYas 3amucu
KPUTHYECKUX AT U BpEMEHU TPaHCMOPTUPOBKH (OaTta
BpEMS Hayala - M 3aBEPIUEHUS  KaXXIOro HJrama
TPaHCIIOPTUPOBKH) MO  BCEM  MPOMEXKYTOYHBIM
TPaHCMOPTHBIM Y3/1aM 1 YCJIOBUSI BPEMEHHOTO XpaHEHHSI.

23.TpaHCIIOPTUPOBKA JIeKAPCTBEHHBIX CPEICTB BMECTE C
JpYrMMH TOBapaMM J[OIyCKaeTcsi B TOM cliy4ae, eciu
OTCYTCTBYET pPHCK KOHTAMHHAOMM W  KaKoe-JIMbo
HeONaronpusATHOe BO3AEHCTBME Ha JIEKApCTBEHHbIE
cpexacTBa.

24.]Ins NOPOXKHBIX MEPEBO30K Pa3pelIaeTCsi CIOAb30BATh
TOJBKO T€ aBTOTPAHCMOPTHBIE CPEACTBA, KOTOpbIE
OCHALIEHBl  CHUCTEMOH  OXJaXIeHHs W  Harpesa.
Hcnonp30BaHHE TEHTOBBIX aBTOTPAHCIIOPTHBIX CPEICTB
HE J0ITyCKaeTcs.

16.The premises shall be maintained within temperature and
humidity limits as required by the materials stored there and
as determined through the qualification process.

17.Temperature and humidity shall be continuously recorded
(intervals have to be defined based on results of risk
management). Generated data shall be archived appropriately.

18.Discrepancies within the temperature management process
shall be managed according to an established deviation
procedure.

19.1n case of a recall ROCHE will take the lead in coordination
of tasks and communications. No local interaction with Health
Authorities will take place.

20.Emergency/contingency plans shall be established and tested
in order to guarantee adequate reaction in case of emergencies
such as IT system non-availability, breakdown of cooling
apparatus in cold storage areas and in case of disaster (e.g. fire,
water and earthquake).

21.During the transportation process the Products shall not be
exposed to temperatures deviating from specified transport
conditions. If those exposures cannot be avoided, SK and/or
its subcontractor is responsible to keep the duration of those
exposures shall be as short as possible. Once a temperature
excursion outside the specified transport condition has been
observed, an investigation concerning the root cause of the
excursion and future usability of the product has to be
initiated.

22.Specific records of transportation and shipping have to be kept
by SK and/or its subcontractor to ensure traceability of
shipments such as routing of the consignment including all
intermediate hubs records of critical dates & times (initial and
final date & time of each transportation step) transport and
interim storage conditions.

23.Transportation of pharmaceutical products together with other
goods is allowed if there is no contamination risk and no
harmful influence to the pharmaceutical products.

24.0nly insulated transport vehicles which are equipped with a
cooling and heating system are allowed for road
transportation. The use of sided curtain vehicles is not
allowed.
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25.CyOonoapsAIUUKd OCYLIECTBIIAIOT 3arpy3Ky U pasrpysky
ABTOTPAHCHIOPTHOTO CPEACTBA WM BO3IYLIHOIO CylHa B
MHUHUMallbHble CpOKU. Bo u3bexaHue Bo3AEHCTBUSA

HeOJIaronpuATHBIX ~ MOTOOHBIX  YCIOBUH  clemyeT
[OPUHUMATh COOTBETCTBYIOIIHE MEPBI.
26.Bce TpaHCropTHOE 000pY/nOBaHHE IODKHO OBITH

KBaTU(UIUHUPOBAHO C LeNbI0 00ecrnevyeHus COoOMoaeHHA
HEeo0X0IMMOTO AMana3oHa TeMIepaTypbl u
pPaBHOMEPHOrO pacrpeieneHs TeMneparypbl BO BCEX
IPy30BbIX OTCEKAaX B TEYEHHE BCEr0 BPEMEHH MOTPY3KU H
TPaHCIIOPTUPOBKH MperapaToB.

27.11o BOMpOCaM, KacaroUMCs KauyeCcTBa, MOKHO CBA3ATHCA
C HWXKeYKa3aHHBIMU ciTy)k0amu koMmaHuu «POL»:

a. [lo Bcem Bompocam, KacaroOIUUMCA MOHHMTOPHHIa
TeMIepaTypbl M OTKJIOHEHHWH TeMIeparypsl BO Bpems
XpaHeHUs " TPaHCMOPTUPOBKH:
basel.complaint_manager_pharma@roche.com

b. nsa uenei moboro UH(OPMALMOHHOTO
B3aUMO/IECTBHSA, KacaloLErocs ajod U MoJ03pEeHHs Ha
KOHTpadakuuio (B TeueHHE OJHOro padouero maHH):
basel.complaint_manager_pharma@roche.com

c. Mna uesei modoro MH(POPMALMOHHOTO
B3aUMOJIECTBUA, Kacarollerocss OT3biBa C pbIHKA (B
TeyeHue 24 4):

global.cmc_issue_management@roche.com
Tenedon: +41 (0)61/688 55 99
dakc: +41 (0)61/688 26 10

d. Cnyxba kadectBa kommaHuu «POILl» oTBeuaer 3a Bce
OCTaJIbHBIE BOTIPOCHI, CBSI3aHHbIE C KaU€CTBOM, U BCETAA
MOJTy4aeT KOMHUIO MUCEM, KacalOUIMXCS BbILICYKa3aHHbBIX
BOTIPOCOB:

[Moaneprkka MEPBOTO YPOBHSI MO OMEPATUBHBIM BOMPOCAM:
BecHa ByukoBuu CrnacoeBuu

(Vesna Vuckovic Spasojevic)

MeHemkep perMoHaldbHONW CiykObl KauecTBa, PBIHKH
npsimoro cObiTa B cyoperrone CCE (LlenTpanbHas Aswus,
Kagka3 u Bocrounas Espona)

«Xopdmann-Jis Pow JITa.»

(Hoffmann-La Roche Ltd)

[IpencraBurensctBo B [loaropuue

yn. Hetuncka 11, uentp The Capital Plaza

81000 r. IToaropuua, YepHoropus

Tenedon: +382 20 241 823; +382 20 241 825

Mob. tenedon: +382 (0)67 33 95 50
vesna.vuckovic_spasojevic @roche.com

Ilonneprkka BTOPOro ypoBHsi:

Moxen XaitHuens

(Jochen Heinzel)

Menemkep T1100aMbHON CiyxObl KadecTBa, KauyecTBO
LIeToYeK MOCTAaBOK U padoThl ah(UIUPOBAHHBIX JTHLL
Pernounl CEETRIS (LlentpansHo-Boctounas Espomna,
Typumsa, Poccus wu HWHamiickuit cyOkoHTUHEHT), ME
(BmwxHuit Boctok) u AF (Adpuxka)

I'peHuaxepiurtpacce 124

4070 r. bazens, LLseiiuapus

+41 (0)61/687 19 61

25.Loading and unloading of a vehicle or aircraft shall be carried
out by the subcontractors in minimum time. Adequate
measures have to be taken to avoid exposures to adverse
weather conditions.

26.All transportation equipment must be qualified in order to
ensure the appropriate temperature range and a unique
temperature distribution across all cargo compartments during
all time when the products are loaded and transported.

27.Concerning quality-related matters the following counterparts
at ROCHE can be contacted:

a. For all matters regarding temperature monitoring and
excursions during storage and transport:
basel.complaint_manager_pharma@roche.com

b. For all communication regarding complaints and suspected
counterfeits (within one business day):
basel.complaint_manager_pharma@roche.com

c. For all communication concerning recalls (within 24 hours):

global.cmc_issue_management@roche.com
Phone: +41 (0)61/688 55 99; Fax: +41 (0)61/688 26 10

d. ROCHE’s quality responsible for all other quality-related
matters and always in copy for the above mentioned:

First level support for operational matters:

Vesna Vuckovic Spasojevic

Regional Quality Manager Sub-region CCE Direct Markets
Hoffmann-La Roche Ltd

Representative Office Podgorica

Cetinjska 11 street, The Capital Plaza

81000 Podgorica, Montenegro

Phone: +382 20 241 823; +382 20 241 825

Mobile: +382 (0)67 33 95 50

vesna.vuckovic_spasojevic @roche.com

Second level support:

Jochen Heinzel

Global Quality Manager Supply Chain & Affiliate Quality
CEETRIS, ME & AF Regions

Grenzacherstrasse 124

CH-4070 Basel

+41 (0)61/687 19 61

jochen.heinzel @roche.com
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jochen.heinzel @roche.com
®. Xoppmanu-Jla Pow JIta ) F. Hoffmann-La Roche Ltd
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