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CERTIFICATE OF GMP COMPLIANCE

We certify herewith

that the company F. Hoffmann-La Roche Ltd, Grenzacherstrasse 124, 4058 Basel with its
site F. Hoffmann-La Roche AG, Betriebsstandort Kaiseraugst (Parenterals), 4303 Kai-
seraugst, Switzerland, has been duly authorized to manufaciure and distribute medicinal
products;

k3

that the company is manufacturing the following dosage forms:

¢ liquid dosage forms including aseptically prepared forms and terminally sterilised forms and
highly active or sensitising APls
¢ biological products such as
- APIls, bulk and medicinal products produced by means of recombinant technologies,
hybridoma and monoclonal antibodies
¢ solid dosage forms including aseptically prepared forms and highly active or sensitising APIs
¢ Dbiological products such as
- medicinal products produced by means of recombinant technologies, hybridoma and
monoclonal antibodies

that the finished medicinal products put on the market in Switzerland by the company are
subject to appraisal and authorisation by our agency;

that the company is keeping the required level for good practices in the manufacture of me-
dicinal products according to the Swiss regulations in force. These regulations are in
accordance with the requirements for good practices in the manufacture and quality control of
the Pharmaceutical Inspection Convention /Co-operation Scheme (PIC/S) and the Directives
of the European Commission;

that the manufacturing plant of the company is subject to official periodic inspections; the last
regular inspection was conducted on November 6-10, 2017;

that the requirements regarding manufacture and quality control for medicinal products for
export are identical to those applicable to medicinal products sold in Switzerland.

Berne, May 14, 2018 i Swissmedic, Swiss Agency for
No. 18-1065 Therape,_q,tic\_ﬁro,df.lcts .
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~ Institut suisse des produits thérapeutiques

. Istituto svizzero per gli agenti terapeutici

. Swiss Agency for Therapeutic Products
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Leg. Prot. 2018/202%

APOSTILLE
(Convention de la Haye du 5 octobre 1961)
1. Country Swiss Confederation, Canton of Basel-City
Land Schweizerische Eidgenossenschaft, Kanton Basel-Stadt

This public document
Diese 6ffentliche Urkunde

2. has been signed by Dr. iur. Benedikt A. Suter
ist unterschrieben von

3. acting in the capacity of Notary Public
in seiner Eigenschaft als

4. bears the stamp/seal of Suter Benedikt A.
Sie ist versehen mit dem
Stempel/Siegel des/der

Certified / Bestéatigt
5. at/in Basel 6. the/am 14.06.2018
7. bythe Legalisation Office of the Canton of Basel-City
durch das Beglaubigungsbiiro des Kantons Basel-Stadt
8. No./Nr. 129832 tax/ Taxe  CHF 20.00

10. Signature
Unterschrift

Nicolas Stucky —




/JloroTun SWiSSIIl ediC/

CEPTHU®IKAT BUIMOBITHOCTI BUMOI' AM HAJIEKHOT BUPOBHUYO1
NMPAKTHUKHA (GMP)

[ym migTBepmwKyeMo,

mo komrauis ®.Xopdman-JIa Powr JIta [F. Hoffmann-La Roche Ltd], I'penzaxepmrpacce, 124, 4058,
Baszenan [Grenzacherstrasse 124, 4058 Basel], 3 ii BupoGuudoto pinpHuueo ®.Xopdmann-JIs Pom Jta [F.
Hoffmann-La Roche Ltd], Kaiicepayrcr (Ilapenrepajbhi gdikapebki 3acodm), 4303, Kaiicepayrer,
IIseiinapis [Kaiseraugst (Parenterals), 4303 Kaiseraugst, Switzerland], Oyna wanexHuM YHHOM
YIIOBHOBasKeHa BUPOOIIATH i PO3MOBCIOKYBATH JIIKapchKi 3aco0u;

1110 KOMITaHisi BUPOOJIs€ HACTYIHI JIiKapehKi GOpPMHU:

e piaki nikapchbki (popMu, BKIIOYAIOUM aCeNTHYHO BHUTOTOBIEHI Gopmu, Ta GOpMH, IO MiAAaloThes
KIHLIEBIH cTeprITi3altil, Ta BUCOKOAKTHBHI abo ceHcubinizyroui ADI;
e GiosoriuHi MPOIYKTH, TaKi K
— A®I, neposdacoBadi JiKapchki 3aco0u Ta JiKapchki 3aco0H, MO BUIOTOBSIOTHCA I3
3aCTOCYBAHHAM PEKOMOIHAHTHHX TEXHOJIOTiH, riGpUIOMH Ta MOHOKJIOHAJILHI aHTUTIJIa
e TBepHi JiKapchKUX (JOPMH, BKIIOYAIOUHM ACENTHYHO BUTOTOBJIEHI (GOPMH Ta BHCOKOAKTHBHI abo
cercudimizyroui ADI
e  GiosoriuHi OpOJYKTH, TaKi K:
—  jikapchki 3aco0M, IO BHIOTOBJISIIOTBCSA 13 3aCTOCYBAHHSAM PEKOMOIHAHTHMX TEXHOJIOTIH,
riGpuIOMH Ta MOHOKJTOHAIBbHI aHTHTLIA

IO TOTOBI JliKapehki 3aco6H, po3MilleHi kommaHiero Ha puUHKY llIBefiuapii, mifnaraloTe OLIHIOBAaHHIO Ta
JiIeH3yBaHHIO HAIIMM areHCTBOM;

O KOMIaHis AOTPUMYEThCS HEOOXiTHOro piBHA HANEXKHOI NMPAKTUKM BUPOOHULTBA J'I]'KapCBKI/IX‘ 3aco0iB
BIANOBIJHO [0 YMHHUX 3aKOHOAaBuMX rojokeHsb IllBeiimapii. Lli monokeHHs BiANOBiAAIOTH BUMOraM
HAJIEKHOI MPAKTUKA BUPOOHHIITBA Ta KOHTPOmO skocTi CHCTeMH CHiBpoOITHMLTBA (apMaLeBTHUHHX
incmektitt (PIC/S) Ta Mupextur €eponelickkoi KowmiciT,

mo BHpOOHMuYA IUIBHMIPE KOMMaHil mignsrae oQimiHuM NepiogMYHHUM IHCTEKIUsIM; OCTaHHIO IUIAHOBY
iHcnekiito Oysio nmposeneno 6-10 macronaga 2017 p.

L0 BUMOIH OO BHPOOHHLTBA Ta KOHTPOIIO AKOCTI JIIKAPCBKUX 3ac06iB HA €KCIIOPT iAEHTHYHI THM, sKI
3aCTOCOBYIOTLCA JI0 JIIKAPChKMX 3ac0biB, 1o npoaatoTees B IBelinapii.

bepn, 14 tpaBns 2018 p. Csicemenik, IIBeiinapcpka areHuis 3
Ne 18-1065 JiKapChKUX 3acobiB

/Tleyatka: Ceiccmenik, llIBeluapceka areHuis 3 nikapcekux [lionuc

3acobiB

Hp. Ansdpen Pud

(Dr. Alfred Ryf)
Schweizerisches Heilmittelinstitut 1-303.AA.01-A04e/V04/bja/gme/smi/21.09.2017

Institut Suisse des produits therapeutiques

Instituto svizzero per gli agenti terapeutici

[TBeiiuapcpKka areHLis 3 IiKapcbKUX 3aco0iB

Swissmedic - Hallestrasse 7.ITomtosa ckpunika - CH-3000 Bepu 9 - www.swissmedic.ch, - Ten. +41 58 462 02 11.daxkc +41 58 462 02 12



------ 115 focroBipHoi komii: /I-p. Benenukr A. Coiorep [Dr. Benedikt Suter], norapiyc----

ba3ensp, meit 11-it (oxunannaruit) nenb yepsus 2018 (1Bi THCAYI BiCIMHAAISTE)

IHeyamxa nomapiyca beneouxma A.Celomepa [Hlionuc]

Horapiansro 3acBimueno 2018/2028

- AIIOCTWJIb

(I'aa3bka koHBeHLin Bix 5 xxoBTHs 1961 p.)

1. Kpaina: HIseiinapceka Kondenepanina, Kanton ba3sein-
M raar

el odinilianii nokyMeHT
2. nignucaHuii benennkrom A. CproTepoM
3. BUCTYHAOYHM B SIKOCTI  J€p’KaBHOr0 HOTapiyca
4. Ta 3aBipennii neuatkoro Cprotepa benemukra A.

Iixrsepmxeno
5. B Bazemi 6.14.06.2018 p.
7. xum Bipgisiom Jeramizanii gokymentis Kantony bazens-
M raxr
8. Ne 129832 36ip 20 mB.ppankiB
9 Ileuatka/iramm 10. Ilignue: Hikoaac Craxi .

/mianuc/

Ileuamka Kanmony bazeno-IlImaom



IMepexnaz 1{-O0T0 JOKYMEHTA 3 aHIIHCHKOI MOBH Ha YKPaiHCHKY MOBY AIHCHO 3pOOIE€HO MHOIO,
TUTIOMOBaHUM Iiepekianadem, Paoeesoto Mapunoio Cepeziienoro.

mgmic | Ubisccnnd

Micto Kuie, Ykpaina, 1eB’ATHAALISTOTO JUITHS JIBI THCAY] BICIMHAILSATOIO POKY.

S, TIOBAPCbKA H.B., npuBatiuit HoTapiyc KHIBCBKOro MiCBKOI'O HOTapialbHOIO OKpYTY,
3aCBi/uyl0 copaBKHICTs Tinmucy mnepeknanada DAAEEBOI MAPHHH CEPIIIBHH, sxwii
3po0IIeHO y MOTH MIPUCYTHOCTI.

Oco0by nepekianaya BCTAHOBIEHO, HOTro Jii€3aTHICT Ta KBami(iKaIlito mepeBipeHo
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3apeecr Baﬁ

Beporo mpommuTo, TpoHYMEpPOBaHO
Ta CKPIIJIEHO ITEYaTKOIO

2 riper ) l//ﬂi:;xymuz
HpI/IBaTHH'ﬂ/ HOTaplyc 7/&/
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