JAEPKABHA CIIYXBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBCHKIN OBJACTI

npos. Caitananol Haail, 3, mKuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Ko CAPIIOY 37078774

B CHOBOK
NP0 AKICTH BBE3eHOro B YKpainy JikapcbKoro 3acody

03.02.2025 Ne 1404/25/10

CEPMIOH®

(Haiimerynanug nixapesikoro sacoy srinso 3 peecTpanifinum nocsinuelsiam}
aiodinizaT ann po3umMny Aan in'exuii no 4 mr, 1 puaxen 3 nopouxon Ta o 1 amnyai 3
posdHIHAKOM (HATPiIO X0, GeH3AIKOHII0 XIOPHA, BOAA A1 iH’eKilil) B KapToHmii
ropobni; Mo 4 KAPTOHEI Kopobxn, ynaxkopaui pazoM B KAPTOHHY KopelKy

(Qopara simycKky, ADIYRAKEA, BUA RAKYBaH NRAPCHREOTD 3200y )

Homep peecrpauitinoro nocsinuenus UA/5183/02/01 ctpox aif peectpauiiinora nociguenns 01.01.2099

Cepis nikapcsxoro 3acoby N LE1130 KinexicTs BBE3€HOr0 Nikapcskoro 3acaby 576
Bipobrunx Iibaitzep Menwdexuypuur bensrin HB, Bensris
{uaiiMenyBanna BupoBaiika nikapcrroro 3acofy, kpaiun noxomxens)
Becaeno B Yxpainy Chiabre ykpainchiko-ecTolcLKe mianpueMeTeo y dhopMi ToBapucTBa
3 obMexkeHo010 BianosigaawnicTio "Onrima-®apm, JITAY, izenr. koa:
21642228

(nafiMenysansd Ta ko 3a CAPTIOY woprananot ocobin aBe npisswmuwe, is's, no Garekoni dizmmoi
ocoBi - nionpuemus, ¥ Miciie NpoutiBaRHA Ta peecTpaniituit HoMep obnixopni KApTKH [LTATHITKA
nonarxis 460 cepif Ta HoMep nacnopTa)

Iporoxoen pisyansnoro xeurpe:o six 27,01.2025 N 0097/1.

3a pesymeTarams JEpKABHOIO KOHTPOJIO BCTAHORNEHD, IO JIKAPCHKWIT 3aci6 Bmesewo B Vkpainy 3
AOTPHMANHAM piMor 2ax0HONABCTRA WORO 2aBeinedenns AKOCT] AIKAPCHKIX Jac0iB,

Onzra EPEOMEHKO

(iniuinm: Ta gpitaanme)




CEFTHOIKAT AHAARY

(KOAVIEP MEHIODERUYPUHI BENbI15] HB
PEVKCBET 12, B-2870 IYYPC, BENLIMA

Cropimsa i 93

NEPEKNAN

TEIL +32(003 890.92.11 DAKC +32(0)3 889.65.32

CEPMION® 4 My s d" cxaiil CrioBingzo st nopomo y gasiconas) 1 Gaakon 3 uopouros 1 1 asuyin 3 posmnsmsos v kapronyiil
wopodui; 4 kapronnd sopofi, yaakesani pasos ¥ saprouny kopobry (Hineproain)

Homep cemi LEL130 Hara craopessn cepmndirary: 08-2024
Apruryy FOODO9E760
Ao sapobinsmma: 03-2024
Tepsine sapysariocri 36-2027 Cregndiralin P18ODDOI00TEY
TECT METOH PE3YALT, 0B MIETH
Kiankicne susnanenng (BEPX)Y - % sia ansnnciol MALIINX Lt | Yo pint
Bianroeri (C1-3121T TAABICUOT 95 - TO8% B 3amma, BLLKOCT
[
T Hx B AL SE T WY frome AALREN 1 MEfh §
Kumericne pasasens (BEPXY Hineproaiy M 1321XX 39 Mrfha 3.8 4.2 swdankon
CD-31217
By vepinahit SHAOTORC Y <i0 EU S

seme, oia 10 EUMr

[posopicts

Cap.ab,

Biosine

Piposopnii pajuim

Fabapwrenicin

Caph,

Blaonia

HE ACPCIHINVG 3p0apRACIs STAIOHROTO
pogunny 139

Onue By BLAsOBiAE beadapsui crtnl PANKONH, WO MICTRTL
RO, poprcruit, (vt dodiiar
Lrenrriixanis (BEPX) MA4321IXX Plomrpsyo UG YIPIMARTIA (1KY 3PASKY TRKHT #K ) L
(CD-3121 POBOUOEG CIALAPTY
Hacrsn 2 1) pam 9 ST/ fie Stanime GO0 wacrox/d
Hactsn 225 pm Cup.b, 0 wicToR/ha ne Blanme 600 wacror/du
pH Cup.d, 37 3,545
Hoaimgs MA432IXX 4 "
o s e “ ne Giavme 10%
L neraninepronis (BEPX) CD-3121N
Koot nesioaol gomity ospesto (BEPNY MA432IXX 0. % o 54 .
' * ! 1 ’ N ] 2 ! a4 we Giapme 0.5% kool
D321
Saransumil paicr gominiok (BEPX) MA4IZIXN %4
CD-31240 e Giznnre 3,0%,
0.7
Crepiuiiems Cap.d, sianopigae
CTCpHALIL
OuopLasie T Bmobatiiy, OAHIIL Ouuopiaives | slanosizac
sacit - €sp. B,
MAA3ZIXN Bl cacspirvai
(CH-31211
Bean (K. dauwep) Eup, W, b

ne Glagae 4,0%

Cepin LOCT043

Horyarent e BIACHICTIO 12 aocnmot oo
QYA

et Gaies onepairidl, G poarisy enirpoliramke sy koMuanil r peryaatopiivg opraeeer. {fopeiaus Janoro
PeTHT CTOpani Gos HONCPCALOTD YINSLRGHIE 3 16 maweHiton anboponcta,

fg;\f O o /?/g
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CEPTHOIKAT AHAIRY Cropinga 233
[OAVIER MEHIOOEKUYPUHE BENBIIS HB NEPEKNAL
PEVIKCBEI 12, B-2870 TIYYPC, BENBMA
TEN. +32(0)3 890.92.11 GAKC +32(0)3 889.65.32

HUstat 2ACHIAUYI0, LU0 HANEACHE BIULC IRGIOPMARIR € BYTEHTHIHOI T A0CTOBIpHOK, Lok NHBAYRT Byn BUTOTOBNCHHI [BRAGUAKONM FIPOLREH NAKYEaHHS
TH MEPHYBANBN) T3 BASHIHUA BIZATAOM ROHTPOAIO RKOCTI HULEIAZHANEHOFO BIPOBHAYOIO YIICTRY TAKWMA, LLO NOBHICTIO signonigac smoram HBIM
PAICUEBNX DECYAATOPHIX OPIaNiB TARANOBIABS Cneumndikalyl, w0 3aToepimena y kpaiki-supobamkanl abo kpaidi-mnoprepl, axino openapay
IMAOPTYETHCA 260 Y Cnegudikaul A0TAIPRYBAHOIT NPOAYITY. IPOURH BNPOGHIUTES, HAKYIIHHA T2 AHIAIZY Ha AKICTE By npoaHasizoeani 1a
BASHAM] TAKUMH, WO BIANOHAMOTE srmoram BB,

YMIKAARHAM HOMEROM LbOrD COPTUdIkaTy auaniay ¢ komBikauin somepy cepii, apTaryay, cneudikaull Ta Lark Buaycky coprndikary.

Faseip naprii: 7632 yn
Pecerpantiitisid Homep: UA/5183/02/01
Hamep copii possusars GHB3GY

Yrpaia - UA

Bei paueck BREOMYGAAKCH KAANIGIKGSANMM BEPCOHANOM TR HATAKROM YNOGROGIMENOT OCOBM.

Enesrporisd sigruc Tania Vermeules
Bigairea opo uac punycry cepii: 02 gepecns 2024 112503
Bigsitea npo vac Ha cepoepi: 02 pepecHn 2024 12:25%:00

foxyment ¢ BAACHICTIO Ta gocrynnni san agiicuenms Bianec onepaii, 18 posraaay ciGpoBiTHIRaMI KOMASHIT T2 PEIYARTODRAMK OPraHamu.
flepeaasa AQHOTS AORYMCHTY THETHR CTOPOHE 523 NONTPEAHNOTO YATOAKCHHA 3 070 AaCHIKOM 3aBopoHeHa.



Phzer

CEPTHOIKAT BANIOBEHOCT Cropiuga 3 13

NOAVBEP MEHIODERUYPUHI BETILIMA HB MEPERNAL
PEVIKCBE( 12, B-2870 TIYYPC, BENBLMNS
TEL +32(0)3 8890.92.11 GAKC +32(0)3 889.65.32

CEPMIOHE 4 s o I enudii Criodiaizonaunii nopomor ¥ paaresax) { Graxon 3 noponmos v 1 asinyan 3 posuBuningos v xaprowniii
ROPOaRis 4 Kaprouni kopol kix, yuakosaui pasost ¥y xkapronny ropebry (Hineproain)

Hoaep copii: LE1130
Apriyin FE20098760
Hara sapodinmos 03-2024
Tepativ sprsarnontic 06.2027

Aara crhopernn coprrdikary: 09-2024

Cnegudivauin PIRODOGI00LEU

CEPTUBIKAT AKOCTI

Bupobuuw signopigaiukni 38 BUPOBHALTEC T4 KOHTPOAL AKOCTE: AMBMCH ACKAIPALI0 oupaGHIKa

Homep Algessil ansucs gernapaulo supobuvka

Heraep GMP cepyrdirary abo nockaasua EudraGMP: guauc A0KAapadit supoliunia

Bel apouecn sHsoHysanuch Keanidbikosarnm NePpCoHAnt Tig Har M ACM YNOBHORIKEHGT GCOBM,

ENCKTRONHIHE BiAnUe Tania Vermaelen
Biamitka npo yac gunyery cepii: 02 nepecns 2024
Binmitsa npo vac Ha cepeeph: D2 pepecnn 2024

Manuc Npe Aereryaars YNoBRooameii ocobi
An Vandromme nignuc

02 pepocis 2023 07:17:031-.0400

Mpusana: § 3aT0epKRYIo el Aoryment
SEELEEIZDIH0-AT7h 97 Cr- 2404 73S

11:25:03
11:25:00

Boxymenr ¢ BIACHICTIO Ta aocrymuit gon saiticenss Giskec onepadifl, 1a posriady CriBpoBITUMRIMKA KOMNERIT T8 PEIYARTOPHHAMIA OPraHamy,
lepeaiyua ARHOID AOKYMEHTY Tpetiil cropoui Ge3 NONeREeAHLOND YIro e 3 Oro BAICHMEDM 33BOPOHEHA.



CEPFTHOGIKAT BLAIOBLHOCT]
MOAASEP MEHIOPEKUYPUHI BENLIIS HB MEPEKNAL
PEVAKCBET 12, 8-2870 [YYPC, BENBIIS
TEN, +32(0)3 890.92.11 ®AKC +32(0)3 889.65.32

POBHHEHK L CEPMIOHY, avuyan ne 4 s
(e pho N10pig, GCHI RN XI0PU, noaa s in o)

Hoamep cepii Myypos GHG3I67 [aTta creopensn copmdixary: 12-2023
Aptioyin HO00203221
Haera mupedinmeae 07-2022
Tepain spuaarnocti; D6.2027 Creuudinagin 18100030024
TECY k PEIART, OB JHUMITH
0.16 «~ 0.22 rarfamnyay, we signosinac 80 ~ 110% vig
Xnopua 6eH3AKOHIO {KOACROMETPUMHNE MmeTOa) 0,18} mrfamn aansnen. Kinvkocr
Npozopicry gignosinae NP0 possmn
Kensoposicrns Bignosinace e nepeanug, sabapeaericrs eraaony BY
Bantepiantil SHAOTORCUHAN <1 EU/mn Ho Blaswe 10 EU/ma
Jobysacmuit o8 em 4, 1{ran HE MEHIIE HOMIHBALHDTO
Laerrudinanis A Xaopnay NOIRTABHO TUSRTIHH0
IreHmndikayis A Horpin MO3ATUBHO NO3NTHERO
Inerrudirauin B Xnopuay AOZMTHEHG AOIATABHE
IneHtbixayin B Marphio NOSATIEHD MOIATHBHO
Lenyrpivaltin BeH3ANROMIN XADPU NO3HTUEHO NO3MTIBHO
Macike > 10 pum 202 {uacron/dn He Binswe 6000 wacrounfba.
Yacrsu 225 um Sluacton/ba He Siaue G600 wacTor/dn,
pH 6,6 5,570
KinbKiCHE BU3HAUCHHA HATPIID XNopUaY 34 4{mrfamn 32,3-35,7 mrfamn (95 ~ 105% nig 3anen. Kisskoct)
CTepuasHicTh Bigonigac CTOPUABHO
Cenisa - N/A

Lirs 2300iA49Y10, G HABEARHA BMULY IHDORMILIA € AYTEHTHUHOIO T3 AOCTOUIPHDIO, LR Copin ByAa BHIOTOBACHS, BKAIOHAKOYM NRALECH NAKYBAHHA,
KOHTPOSB AROCT 8 NOBHICTIO BIRROBIAAE Bmoram MBI mityesvx pergropting opranii ta sigaosigae enpundinaull, 1o 3aT0RRAKENS RpaTHI-
inanoprep- Yepaini. fpoueca supofHsi{Taa, NakYBEHES T4 aHANSY HA BKICTL Oy NpoanaMzoBani Ta Butanl TaRMMI, 0 BIZROBIAIOTS BIMOTam
HBM,

Bei npouecys BukoHyB3ANCD KBaNIGIROBANNM NEPLaHANOM NS HATARAOM YIOBHODAIKEHOT OCOBM,

EACKTRONHKA tg0mne Arne Pollet  Bifipalrra nipo 4ac sHiyeky ceplis 04 mcrongin 2022 16:38:13
Bigmitka npo vac #a cepoeph: 04 sucrongaa 2022 16:37:53
fYigrve npeacranms YO Liselotte Bal 08 rpyans 2023

02:46:044-0800
A 3ATBEPANYIO ULH SOKYMONT

3-927 A0 B 5 e S ] 13

Borymenr ¢ BAACHICTIO 1a gocrynkuit aas 3aidcHenns Glanec onepauii, va PONARAY CHBPOBITHIMMAN KOMIARIT TA PRIYAATORHIIAK OPrAHIMA,
Mepenada SaHORO AOKYMEHTY TRETHA CTEPOMT 623 NONEPEANLOro Y3rOMAMERHR 3 HOro BAICHUROM 3a60POHEH).




Certificate of Analysis

PFIZER MANUFACTURING BELGIUM NV
(ALSO KNOWN AS PFIZER MANUFACTURING

BELGIUM)
RIJKSWEG 12

2870 PUURS - SINT-AMANDS
(FORMERLY KNOWN AS PUURS)

(BELGIUM)
TEL: +32 (0)3890.92.11

Page 10of 4

Product Name: SERMION 4 MG FOR INJECTIONS (FREEZE -DRIED VIALS) - 1 VIAL OF

LYOPHILIZATE + 1 AMPOULE WITH SOLVENT IN A CARTON BOX; 4 CARTON
BOXES PACKED TOGETHER IN ONE BOX (NICERGOLINE)

Batch Number: LE1130

Material Number: F620098760
Date of Manufacture: 03-2024

Expiration Date:06-2027

Date COA Generated: 09-2024

Specification Name: P1800001001EU

TEST METHOD RESULT UNIT LIMITS

ASSAY (HPLC) - % OF MAA32ZIXX 97.1 % OF LABEL 95.0-105.0 % OF

LABELED AMOUNT (CD-31217) LABEL

ASSAY (HPLC) - MA4321XX 3.9 MG/VIAL 3.8-4.2 MGIVIAL

NICERGOLINE {CD-31217)

BACTERIAL ENDOTOXINS  PHEUR /USP <10 EUMG LESS THAN 10
EUMG

CLARITY PH EUR MEETS TEST CLEAR SOLUTION

COLORATION PH EUR MEETS TEST NOT MORE THAN B9

DESCRIPTION VISUAL MEETS TEST COLOURLESS

INSPECTION GLASS VIALS

CONTAINING A
PORQUS WHITE
FREEZE-DRIED
CAKE

IDENTIFICATION (HPLC) MA4321XX POSITIVE RETENTION TIME OF

(CD-31217) SAMPLES MATCHES

STANDARD

PARTICULATE PHEUR 9 PART/CONT NOT MORE

CONTAMINATION NLT THAN 6000 PER

10MCM CONTAINER

PARTICULATE PHEUR 0 PART/CONT NOT MORE THAN

CONTAMINATION NLT 600 PER CONTAINER

25MCM

PH PHEUR 3.7 3.5-456

RELATED MA4321XX 0.4 % NOT MORE THAN 1.0

SUBSTANGES (HPLC) - (CD-31217) %

T-DEMETHYL-NICERGOLINE

Dacumentation is considered PROPRIETARY and is made available for business operations and review
by emplayees and regulatory agencies. Distribution 1o third partieswilisextpriospermissiomisquohibited,




~ Certificate of Analysis

PFIZER MANUFACTURING BELGIUM NV

(ALSO KNOWN AS PFIZER MANUFACTURING

BELGIUM)
RIJKSWEG 12

2870 PUURS ~ SINT-AMANDS
(FORMERLY KNOWN AS PUURS)

(BELGIUM)

TEL: +32 (013890.92.11

Page 2 of 4

Product Name: SERMION 4 MG FOR INJECTIONS (FREEZE -DRIED VIALS) ~ 1 VIAL OF

LYOPHILIZATE + 1 AMPOULE WITH SOLVENT IN A CARTON BOX; 4 CARTON

BOXES PACKED TOGETHER N ONE BOX (NICERGOLINE)

Batch Nurmber: LE1130
Material Number: F620098760
Date of Manufacture: 03-2024
Expiration Date;06-2027

Date COA Generated: 08-2024

Specification Mame: P1800001001&U

TEST METHOD RESULT UNIT LIMITS
RELATED SUBSTANCES MA4321XX 0.1 % NOT MORE THAN 0.5
(HPLC) - OTHER IMPURITIES (CD-31217) % EACH
RELATED SUBSTANCES MA4321XX 0.7 % NOT MORE THAN 3.0
(HPLC) - TOTAL (€D-31217) %
STERILITY PH EUR MEETS TEST STERILE
UNIFORMITY OF DOSAGE ~ CONTENT MEETS TEST MEETS
UNITS UNIFORMITY - PH SPECIFICATION

EUR - MA4321XX

(CD-31217)
WATER (KF) PH EUR 0.5 % NOT MORE THAN 4.0

BATCH: LC1045

%

Documentation is considered PROPRIETARY and is made available for business operations and review
by employees ard regulatory agencies. Distribution o third parbeswithestpriospermissiomnigprohibited.




Certificate of Analysis

" PFIZER MANUFAGTURING BELGIUM NV
{ALSO KNOWN AS PFIZER MANUFACTURING
- | s BELGIUM) Page 3 of 4
P ﬁ LOT RIJKSWEG 12 a0p

2870 PUURS - SINT-AMANDS
(FORMERLY KNOWN AS PULURS)

(BELGIUM)
TEL: +32 {0)3890.92.11

Product Name: SERMION 4 MG FOR INJECTIONS (FREEZE -DRIED VIALS) ~ 1 VIAL OF
LYOPHILIZATE + 1 AMPOULE WITH SOLVENT IN A CARTON BOX; 4 CARTON
BOXES PACKED TOGETHER [N ONE BOX (NICERGOLINE)

Balch Number: LE1130 Date COA Generated: 08-2024
Material Number: F620098760

Date of Manufacture: 03-2024
Expiration Date:06-2027 Specification Name:; P1800001001EU

DILUENT USED - BATCH NUMBER : GH6367

FHEREBY CERTIFY THAT THE FOREGOING INFORMATION IS TRUSTWORTHY AND ACCURATE. THIS
PRODUCT BATCH WAS MANUFACTURED (INCLUDING ITS PACKING/LABELING) AND SUBJECTED
TO QUALITY CONTROL AT THE AFOREMENTIONED SITE IN FULL COMPLIANCE WITH THE GMP
REQUIREMENTS ESTABLISHED BY THE LOCAL REGULATORY BODY, AS WELL AS IN ACCORDANCE WITH
THE SPECIFICATIONS CONTAINED IN THE REGISTRATION FILE OR MARKETING AUTHORIZATION OF
THE MANUFACTURING COUNTRY OR IMPORTING COUNTRY, IF THE PRODUCT HAS BEEN IMPORTED,
OR IN THE FILE OF SPECIFICATIONS FOR THE STUDIED MEDICINAL PRODUCT. THE RECORDS OF
MANUFACTURE, PACKING, AND TESTING HAVE BEEN REVIEWED AND GMP COMPLIANCE ESTABLISHED.

THE COMBINATION OF THE PUURS LOT NUMBER, ITEMNUMBER SPECIFICATION NAME AND DATE
THE COA IS GENERATED ARE CONSIDERED AS THE UNIQUE NUMBER OF CERTIFICATE OF ANALYSE.

BATCH SIZE: 7632 PACKS
REGISTRATION NUMBER: UA/5183/02/01

UKRAINE - UA

ALL ACTIVITIES ARE PERFORMED BY QUALIFIED PEOPLE, UNDER THE SUPERVISION OF THE QUALIFIED PERSON.

Electronic Signature: Tania Vermeulen Lot Release Local Timestamp: 02-SEP-2024 11:25:03 Server Timestamp:
02-SEP-2024 11:25:00

Documentation is considered PROPRIETARY and is made available for business operations and review
by employeces and regulatory agencies, Distribution to third partieswitheutprivspermissiomisqrohibiled,



Certificate of Compliance
Manufacturer’s Declaration

i PFIZER MANUFACTURING BELGIUM NV
3 §
@ﬁg@y , {ALSO KNOWN AS PFIZER MANUFACTURING Page 4 of 4

;
;
i
i
H

BELGIUM)
RIJKSWEG 12
2870 PUURS - SINT-AMANDS
(FORMERLY KNOWN AS PUURS)
(BELGIUM)
TEL: +32 (0)3890.92.11

Product Name: SERMION 4 MG FOR INJECTIONS (FREEZE -DRIED VIALS) - 1 VIAL OF
LYOPHILIZATE + 1 AMPOULE WITH SOLVENT IN A CARTON BOX; 4 CARTON
BOXES PACKED TOGETHER IN ONE BOX (NICERGOLINE)

Batch Number: LE1130 Date COA Generated: 09-2024
Material Number: F620098760

Date of Manufacture: 03-2024

Expiration Date:06-2027 Specification Name: P1800001001EU

CERTIFICATE OF QUALITY

MANUFACTURING / QUALITY CONTROL SITE: See Declaration on Manufacturing Sites.
LICENCE NUMBER: See Declaration on Manufacturing Sites.

GMP CERT. OR REFERENCE NUMBER IN EudraGMP: See Declaration on Manufacturing Sites.

ALL ACTIVITIES ARE PERFORMED BY QUALIFIED PEOPLE, UNDER THE SUPERVISION OF THE QUALIFIED
PERSON.

Electronic Signature: Tania Vermeulen Lot Release Local Timestamp: 02-SEP-2024 11:25:03 Server Timestamp:
02-SEP-2024 11:25:00

Signature QP Delegate

A V, g ) AnVermaelen
# 02 Sep 2024 07:17:031-0400

REASON: | approve this document.

BUVEBOYSOERANVL G R 234042 Bk

Dooumentation is considered PROPRIETARY and is made available for busingss operalions and review
by employecs and regulatory agencies. Distribution 1o third parbaswiltbootpriospermissiomigqrohibiled .
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