CPBZ302F27
«UIEHBSIH CAHINAII ®APMACBIOTIKAJL KO., JIT/I»

Jororpama «lllenvan Cannaiin CEPTH®RIKAT AHAJIY (YKP AlH A)

tbapzvaacmmimﬂ Ka,, Jiran

PMAB] 2

DOAYKTY!

. o E;Ar’la‘)b’h()!/(ﬂ
AKTHBHICTL/ CHUT ,.:m' PekoMBinanTHII JoNCHKHH epitponoeTun anbda
| 400000
Iika ]}Cbl(c\ c]m A Porunu 110 U.!:KOI 0 a th('y:\nuv a,SG MI"
Harphio xaopun 5,85 mr
Harpito wirrpar 35,80 mr
Juvonna kueaora mororiapar 0,062 mr
] - Bona ana ?_H"t'“!j;!liilf!w a0 1,0 ma
“THIL yIAKOBRH: » | Monepe; i é:_{_a_w_;;;f[n:)i;?ncn’ﬁﬁ WIPHLL
06 em: . Iamn
Cepis: 2024121248
Posmip cepii: 51175 mpuuis
Hara pur OTOBNCHEA: 17 rpyjs 2024 poky
Tepwmiu rnipuys . L 20 16 rpyamst 2026 poky

Jlara sunyck

23 wepsug 2025 poky

3aMOBHHK! - Metmanuii nenrp «M T Ko

Ivnopryioua kpaina: | Vipaiva

- BupoGuuua jiasmia; Wewsan Canmatin Gapmackiorican Ko., J,

| Karait. nposisuis JIsonin, Illenpsan, Exonomix &
e | L EKHONOOKY [leBenonmen 3oyH, Poyu 10, No 3 Al
Honmep sinensii na supoSumirso aikapenkax | LIAO 20150007
_3acobis;

Hm\n,p cRinOLTEY npo BLUIOBL e 041/2024/GMP
Hopmam GMP

- v n KAIHHKH Cranaaprn Pesyabrar
I | Onme Hposopa Sesbapsna pimuna | Tlposopa GesGapsra
2| Inenrudicauin Pexombinanrnuit Hoswrusnuit HoswrusHui
AOACHRII epirponoetun abda
{4000 OJ1 I —— "

VVVBl.J.’.()V 0 u) ,,fi 16,9

4 | Ocemoass mmcri, 247
5 | Mexaniuni | Bujanmi vacricn 1’();1{1[11 o npammmo He Bmpmzyc'
BIJIEOY CHESI MICTHTE CTOPOHHIX BUTTPOOYBaHHs!
ORI 1. Gl =)< ) S i et
Hesuaumi vacrkn He menme 10 py gacrok < 199/konTelinep
_6000/xonreiinep
He mentne 25 pv vacrox < 33/konrednep
000/xonTelinep T

cropivka 132




lpoposkenns enerwmdikauii

| Hoxasunwn

CPBZ302K27

OB’ em, 1o Buraraert

Cranpapn

Pesynprar

21,0

bBakrepiaanni ensrororennn

1,0

Meriue, nix pin 2 OJT 10
11000 OJL epirponocruny

Menure, nixk sig 1 OJ] 1o
1000 OJ1 epitponoetuny

Jikapeskuii 3aci6 mac
BUTPHMYBATH
BUIIPOOY BAHHS Ha
crepuibiict,
15405
Bin 3200 OJI/va no 5000
O]l

8 | Crepuanuicrs Burpamye

BHITPOOYBaHHs

9 | Bisrox (mr/sur)
10 | KinbricHe BH3SHAMEHNS AR THEROCT]
in vitro:

2,6
4041 OJl/man

Koatenrap: 30epirati & yiakosui supoSika HPICTesuepaTypl, o He nepesuulye 2 °C — § °C,

Ham nigrsepaisyio, wo indgopmaiis, nasenena suue, ¢ Hpasansolo Ta Tounoo. Lhio cepito mpopyxry Gyno
BUFOTOBACHO,  BIJIOUAIOMH  TIAKYBAHHA T4 KOWIPOAL AKOCT, Na  BHIC3asHAYeHii ANSHLT Y 1oBHIH
BIANOBIAHOCTI o Brsor GMP PETYITABHOTO Oprany, a TakoK y nosuiil signosimocti 10 cneuudikauii, s
sasaveHi B Peecrpauiitwomy  nocsinueni iropryouol  kpainn / Jlocke Ha Aikapeskuit 3acil A
AOCHLKYBAHMX AiKapehrux sacobis. Sanuen wmono 00poBKM, Ky BaHts Ta auanisy cepil 6ys10 neperaanyro;
BCTAHOBICHO TXHIO BUNOBLAKICTL 710 BHMor GMP.M arepiaiin, AKi BHKOPHCTOBYIOTHES Y TpoLeci BrpobHMLTEA
JKAPCLKOTO 3a¢00y, HE NOXOASTH BijL TBAPHEL, CHPHIHATMBAX O TPAHCMICHBHOT ryGuacTo] enuedaionarii
(TT'E) ra rySuactol eunedanonaniy peankol porarol xyaodu (I'EK).

Hawa cepis upenapary sianyinena ais TpancuopTysants 10 «Mepuannil wenrp «M. T Koo»

Buaano; LiYiny
Jlara supavi: 23.01.2025 poky
Hosuavenn: AHANITHE

Yioshosamena ocofa:  Wang Tao

24.01.2025 poky

(niarmeano)

Cropinka 2 3 2




=ERE

surmshing phyrmacastion

Mk 4 #k: CERTIFICATE OF
ANALYSIS (&5 2 f)

Attachment name

MHE4m5: CPBZ302F27
Attachment No.

FRAS: 7.0

Version No.

CERTIFICATE OF ANALYSIS (Ukraine)

Product name

Marketing authorization number

Strength/Potency
Dosage form

Container type

Volume

Lot

Manufactured Quantity
Date of Manufacture
Date of Expiry

Release date

Customer

Importing country
Manufacturing Site

EMAVAIL
No UA/15967/01/03

Recombinant human erythropoietin alfa 4000 U

Human albumin solution
Sodium chloride
Sodium citrate

Citric acid monohydrate

2.50 mg
5.85 mg
5.80 mg
0.062 mg

Water for injection add to 1.0ml

prefilled syringe
1 ml
2024121248
51175 Syringes
Dec. 17, 2024
Dec. 16, 2026
Jan. 23, 2025

“MEDICAL CENTER “M.T.K.” LLC

Ukraine

Shenyang Sunshine Pharmaceutical Co., Ltd.

No.3Al, Road 10, Economy & Technology
_ Development Zone, Shenyang, China
Number of Drug Manufacturing License LIAO 20150007
Number of GMP certificate 041/2024/GMP
Quality . .
Ne . Regulatory documentation requirement Results
characteristics :
1 Description Clear, colorless liquid Clear, colorless liquid

A. The electropherogram obtained with rest solution a
shows a single diffuse band corresponding in position

Identification and intensity to the single band seen in the

T TR electropherogram obtained with reference solution a.
v B. The electropherogram obtained with test solution b Meets test
erythropoietin . . "
2 T shows a single broad band corresponding in position and
intensity to the single band seen in the electropherogram
obtained with reference solution b.
3 pH From 6.6 to 7.4 6.9
Osmolality
4 220 - 270 247
(mOsmol/kg)
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Attachment name

§ W 4%F: CERTIFICATE OF B4 S : CPBZ302F27

Version No.

Lot 2024121248
Manufactured Quantity 51175 Syringes
Date of Manufacture Dec. 17,2024
Date of Expiry Dec. 16, 2026
Release date Jan. 23, 2025

Visible . , ,

Particul . Solution is substantially free of foreign matters Meets test
particles
ate ;
The average number of particles does not exceed .

5 matter >10 pum:199/container

Sub-visible 6000 per container equal to or greater than 10 pm

particles and does not exceed 600 per container equal to or ,
>25 um:33/container

greater than 25 pm.

Extractable volume

6 ; >1.0 1.0
(ml)
7 Bacterial endotoxins Less than 2 IU per 1000 IU of erythropoietin <11U /1000 IU EPO
8 Sterility Medicinal product should pass sterility test Meets test
Protein Content
9 25£0.5 2.6
(mg/ml)
Quantitative

10 determination of from 3200 IU/ml to 5000 IU/ml 4041 IU/ml
activity in vivo ‘

Comments: Store in original package at temperature not exceeding 2°C-8°C.

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging, labeling and quality control at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorization. The batch processing, packaging, labeling and quality control records were
reviewed and found to be in compliance with GMP. The materials used in manufacturing process of the
drug product are not derived from animal which are susceptible to Transmissible Spongiform
Encephalopathy (TSE) and Bovine Spongiform Encephalopathy (BSE).

This batch of product is released to transport to “MEDICAL CENTER “M.T.K. "LLC.
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NEPKABHA CJIYIKBA 3 JIIKAPChKHX 3ACObIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y mi. KHCBI

npos. Haait Ceitauunor. 3. 02099, e, (044) 295-26-85
E-mail: dls.kyivi@dls.gov.ua. Ko CJIPIIOY 37079055

BUCHOBOK
Npo sIKicTh BBE3CHOI0 B Y Kpainy JiKapcLKOro 3acody

15.07.2025 Ne 35019/25/26

EMABEJI

(naiimenyBanus AiKapebkoro 3acody 3riano 3 peccrpattiitinm HOCBLAICHIAN)
posunn s in'ekuiii, 4000 MO/sr; no 1wy nonepeino HATOBHCHOMY HinpHii; no |
WIPHIY B KOHTYPHiil 4apyHKOBiii ynakositi; o | konrypuiii qapyHKORII VIAKOBI B nati

((popMa BRITYCKY. 103y BAHIA. BUL HAKY Baiivs JRAPCLKOTO 3ac00y )

Homep pecctpauiiinoro nocsinvenns UA/I 5967/01/03 crpok il peccTpatiiinoro nocsiueHis 27.05.2027

Cepis nikapcbkoro 3acody Ne 2024121248 Kinnkicrs BRe3CHONO Aikapehkoro sacody 44640
BupobHik Ienpsn Cannaiin MapmachioTikall Ko.. JItit.. Kurait

(naiivenyvianis BUpoOHHKA JHKAPCHROTO 3ACO0N . KPATHA HONO/IAKCHIH)

ToBapucTBO 3 00MEKEHOIO BiANMOBIAABHICTIO
"MEJJUYHUU HEHTP "M.T.K.", inen. xon: 21633086

BeeseHo B Y kpaiHy

(naiivieny satns 1a koo sa CJIPTOY HOPILTISHOT 0COOH 00 TP RINIC. N5 0
GaThKOBI PiIBHUHOT OCOOH - TPHOMILSE TTMICHE IPOAKIBATHE T
peceTpaifingii Hovep 00AIKOBOT KAPTRH ILIANTHIRG 0.1 Kl A00 Ccepis 1
HOMEP Hacnopra)

MpoToKO Bi3yasbHOr0 KOHTPOIO Bill 13.03.2025 N 732/01.10-25/3.

JlaGoparopHHuii anaiis akoCTi Aikapebkoro sacody sicienni

JIT "LlenpanbHa Jafoparopis 3 anaizy skocti AiKApCLKUN 3aC00IR | MEMIOT npoy ki (v K, sy, Kyapssenka 100w Kinis,
gy, Kyapsscbka 8B Kuiscihka od1acth. ¢ Hosi Herpinni. sy, Isana Opansa. 19)

(HAFMCHY BAHIS Ta AICHC 3 HANOL IR AOOPATOPIT. HO HPORC. L IOOPA ORI LT HROCTT
BHCHOBOK 11010 SKOCTi JIKAPCHKOIO 3ac00y. BH Ml Jadoparopicio gicr 250420235 Ne 0601
PesyabTath 1abopatopHoro analiz HKOCT] JTKAPCHLKOIO 3aC00Y 3 ICPCRIPCHINTI TOKA3HHKINH BIANOBINAKOTHE BUMOIAM MCTO R
KOHTPOJIIO HKOCTI (AHAATTHUHO-HOPMATHBHOT IOKY MCH aiii).
JlaGopatopHuii anani3 skocti AikapcLRoro 3aco0y iicHennit:
JlaGoparopis dpapmatesriunoro ananizy J11 " JlepkaBhuii ckenepTHui tenTp MinicTeperna oXopoHH 3nopon's Ykpainu” (03057, m.
Kuie, Byn. Autona Lleaika, 14:)

(HaiiMeHyBAHHS TA MICLE3HANOJDKEHHA abopa opii. 110 nposeia adoparopHmi Anaig SKoCt)
BHCHOBOK 111010 AKOCTI JliKapebKOro 3aco0y. BHAAHKH 1ab0paTopicio i1 14.07.2025 No 25/0981

PesyabraTi 1aGopaTopHOro aHaiizy AKOCTI AIKapChKOro 3acody 3a NEPEBIPCHUMM TTOKA3HHKAMH BIANOBIAAIOTL BUMOIAM MCTOLIB
KOHTPOJIO SKOCTI (aHANITHYMHO-HOPMATHBHOT JIOKYMEHTaUIT).

3a pesynbTaTaMu IEPKABHOTO  KOHTPOJIO  BCTAHOBJICHO. IO nikapchkuil  3acid  BeeseHo B Ykpainy 3

JOTPHMAHHAM BUMOI 3aKOHONABCTBA OO0 qaBe3nedents AKocTi JiKapehKx 3ac00iB.
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