JEPKABHA CJIVKBA 3 JJIKAPCEKHX -3ACQBIB TA KOHTPOTIO 3A
HAPKOTHKAMHI ¥ KHIBCHKIN OBJIACTI

npos. Ceitrugnol Hanaii, 3, s Kuis, 02009, ten/haxc: (044) 576.40.41
E-mail; dls.kof@dls.gov.ua, Koz €JIPTIOY 37078774

BUCHOBOK
Hpo AKICTH BBe3eHOro B YKpAiny JdikapceKoroe 3acoty

02.01.2025 Ne 69173/25/10

JIPHKA

(maiivMenyBanms nikapceroro 3acoby ariaxe 3 peecTpatiiiming nocsinyeHnan)
rancysy no 150 vr; no 14 kancya y 6aicrepis no 1 6aicrepy B kapTonuiit xopodui
((bopma sunycky, A03yBasHA, BHA BAKYBAHHR MKAPERROTO 32c06Y)

Homep pecerpantiiioro nocsinuenns UA/3753/01/02 crpox aii pecerpauiiinore nocsinverns 01.01,2099

Cepin nikapcskore 3acoby Ne LG8844 Kinbxicrs Beesedoro nikaperkore 3acoby 2240
Bupobunx Tlhaiizep Mentodgeruypunr Qofunesa I'm6X, Hiveuunna
(HaiiMcHYBaHHA BHpOOHNKa RiKapCEROro 2acoby, kpajka NOX0AKCHHS)
Baeseno » Yipainy CrijibHe yRpaillcbK0-eCTOHCBKE NMANPHEMCTRO ¥ (opmi ToBapHCTRR
3 ofmexenoro BianosigansHicTio "OnriMa-Maps, JITH", inent. xox:
21642228

{maitvenysanss 1a kog 3a CAPIIOY ropnpsanal ocedis abo npisennie, ia'a;, no Gatexoai Gizmsoi
ocobi - manpuemus, 1 Miciie NPpoXIBAHAR Ta peecTpauiiianit Hosep oBRiKOROT KAPTKH MHATHIKD
npaarkiz abo cepid Ta HoMep nacnopra)

TIpoTokon sisyankHoro xonrpoemo sin 31.12.2024 ¥ 4139/5,

3a pesyanTaTaMil  ACPKABHOLO KOHTPOMO BCTAHOBREHO, MO sikapeskHi  3acid  seeseHo B Yrpainy 3
AOTDHMAKMHAM sitMor 33KOHOAABCTEA U10A0 3aDe3neyeHya AKOCTI Nikapepkix 3acofis.

Bixrop CTE®KIBCHKH

{iniviany ta npizeyue)
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g~ Pfizer
THPERAANL

Marepiaa Ne: FO00120136

CEPTUDIKAT AHAMZY

Ompe: Jlipuica, kancyi 1o 150mr Ne 1x14 y Gaicrepi

Cepin N LGBB44

Hocsimanns Ha cneipixanio: HO00013986-01
Jara nupobnunrna: 02 awororo 2024

Tepmin npuaatnocri: 01 moToro 2027
Bupobaewo 3 naprii: HP7372-H000013986, LE3047-H000023214

TECT METO/ TPAHHLL PE3YJIDBTATH
Ouuc Biayaapno  [Teepai nenpoaopi (6ini /6iai) esaTHHOBL Kancya, pignonijag
Po3MIpY 2, IO MICTATH HOpOIoK Binero abo Maibse
Binoro koabopy. Bianetarox sa kopuycl "PGN 150" Ha
kpiteni "Plzer” SOpPHUM YJOPHUAON
Inenrudirayis (BEPX) BEPX Yac yrpuMyBarist niky nperadasiny Ha XpoMatorpaMas BiANoBIRAE
JOCHDRYBAHOTO POSHHHEY BIANOBIARE HACy yTPHMYBAnHA
HiKky nperaGaiiny Ha XpPoMaTOrpaMax posiunHy Am
nePEBIPKE HPHAATHOCTE CHCTeMH,
[nenrudikania (14) ! CIEKTD BIATOBLAAE CIOKTPY NOPIRHSIHHS BIANOBIAE
KiZihKiCHE BUIHAMEHHA BEPX 95,0 - 105,09 pig sansaenol Kbkoct 98,2 %
pperabaiiny: 142.5 - 157.5 mr/xancyny 147,2 mr/rancyny
Jomik | HpOAYRTH posnany. BEPX
Cuegudrivniz
PD 0147804 ye Glanwe ik 0.2% (M/M) <0,1 %
He cneundivni BEPX ne Gisnuse nik 0.2% /M Kool <(,1%
Cysa ZoMILIOKR Ta IPOAYRTIS BEPX
pugnazy ne Giapu nin 1.0% <{},1 %
OAROPIARICTS HOBOBAHMX €op.bapm.,
OJAHHID: 2940
- PERYALTRYL Bignosigue sumoram Esp.Papm. 2.9.40 BiANOBILAE
- CEpeHE SHANCHHS - 98,1%
- MiniMyM - 96,7%
- MAKCHMYM 3 100,4%
. pigHOCHe CranpjapTHe - 1,25%
RiRHAeHHA
-Kkpytepiil nprinsrnocti ) 3,3%
-cragis : 1
Poauuuenns nperabaniny sa | G.CHA
30 xp: w711>
- PE3YNBTAT ' He mente 80% (Q) siz sannaenol kinpkorr sianopinae
- CopejiHE FHAMCHHA - 96%
- stiRiMyM - 93%
~ MAKCHMYM - 100%
- BIAHOCHE CTAHADTHE - 29%
RIANHICHHN
- cTajin s 1

Ceprudixar ananisy Gys craopesnit B oBan0Io CH

KoHTPoMo siocti | Bil € Aifcnnii Ges rianucy.

CTeMOR TIC/5 CXBAJIEH HS K&![)iBHHICOM l.'(i}.Ul,ile

Bugaro: IPHHA HIYBE

Javea puaaai: 14 sepris 2024 11:38:01

Hoit coprrirar Sy cTEOPCRNT BATIAORIHOW CHETOHMO T3 € Jificaste Ge pYMHOUD nianscy

Cropinka 1is3

e

Ceop o~ /6§ -

/e e, [



AOHGIO HEX
PRANEYIT

Mt

L HIME R

é’? P/?Zer ’ufrwm

Mepexaag

CEPTHOIKAT BULTOBIAHOCTI

Marepiaa Ne: FO00120136

Onue: Jlipuica, xancysu no 150mr Ne 1x14 y taicrepi
Npuznavenns: Yrpaiva

Cepis N LGB844

Aara pupobaTsa: 02 morore 2024
TepMiH HPHAATHOCTI 01 mororoe 2027
KisibKicTs BUpoOAEHO: 26560 yo.

Jara BHIYCKY: 14 uepnus 2024
Peectpaniitnnii romep: UA/3753/01/02

AKTUBHA pedoBHHa: nperabaniy

Ty yHakosgH: aaicrep

THIT ROIYRANHA RATICY N

Flaani, aApecs Ta ROMepH JHiteHaii s peix AIISHOE 110 BUPOBHILTRY T3 KOHTPOJIO HKOCTT SHKAPCHKOTO 3ac00y:

Fatizep Menoderuypuur Jloftaacuy I'MoX, berpiduwrerre Mpaitbypr, Mycsanbians 1, 79090 Bpaibypr,
Himewsnsa; DE_BW_ 01, MIA_ 2023 0003

MixpoGiosorivga wueroras

.garadpie o aepobrix sikpoopranismis (TAMC), metop €np. Gap, 2.6.12; rpannui - ne Sinbme 10% KYO/r;
“BATFAADHE VHCIO ARDRKOBIX Ta 1iceHenux rpudin {TYMC), metoa Enp.dapr. 2.6.12; rpauuii - He Ginpue

10* KYO/r;

- crenudiuni Mixpooprariamu: B 1 r siacyrai E. coli - metog Esp.Papm. 2.6.13, rparuui « slanoriaac,

i rectyBagis HE HPOBOARTLUS HA Ko il cepils BIATIOBIAAE BUMOTaM JIPH TECTYBAH ui, fane B ceprudikar anaisy
He BKAZAN PESYABTATH N0 AHOMY TECTY, IE O3HANAE, N0 TECTYBAHNS HE NPOBOARIOCH.

Ceprudikar sKoCri

Opranas Oxoponu
3nopor's Yepaiau

Papauriftiuuit aner

Brijanot IPHHA IHYBC Aava piganis 14 wopens 2024 1 13801
tledt coprudisar Gyn crpopesni BAAAOBAH I CHETENMOIO T8 € AHICBISM Je3 PywHoro nigiuey

Cropinka 233
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€4, roit, XTO HIATHCABCS RIS, yHonHoBsKeHa ocoda Haiisep Memoberxuypuanr Hoitanena M'voX,
BerpiGurrerte dpaibypr, Mycsaangain 1, 79090 Ppai Sypr (HiMeqanua), Hi/ArBepRKy0, 1o Aanuil npoayKr
Gyp suroTopRenuil JUs pERKy YRpaisi,

MH FapanTyeMo SIKICTh (LOFO NPOAYKTY T4 T€, 10 B By BHIOTOBACHMI BIATOBILHO 10 NPaRi Hanemnol
Bupotuuuof paeiiag, B peayibrati €oro Gyn nunyienuii sianosigauil Ceprudinar ananiay.

Heil ceprudikaT He Mowe GyTH BigTBopeit | npHaAteHnl TINRIOL U PeTYASITOPHIX opratis Ypainu,

Hup acsiguyio, o Haselena suiie indopmaiia € ayTenTHInoio Ta pocrosipro. s napris npoaykry Gyna
BHTOTORJICHA, BRIOMAIOMH CTAAIT AKYBalHs/MAPKYBAHHST TA KOUTPOMO SKOCT], HA NPHBEACHOMY BAIE
srpoGHILTD {ax) B nopHid BianoBiAKOCT] 0 BUMOT HBIL Michesux peryastoprux opranis ta is
cnenupikaisMy, 3aPeECTPOBARUMH B Kpainl HPU3HATCHNHA, Buxopuerana cyGerania Gyaa surotopiena y
pignosigrocr go HBIL Texsonorianuil nponee, 1ponec ynaxoski 1a AOKYMeRTain 3 Tecrypanust Gyamu
BHBYERT TA BH3HAR] TARWNMI, 10 simonigaorn HBIL Mosousi Hacniaksy, pigxpaenns abo po3dikuocti Syao
HOTOAMEHO.

[laprris Gyaa pHOyIERD YIOBHOBUKEHOW 0COHDOKD.

Ouineny KiM: Mapion ApHoAbA

Hara ouinxu 14 vepnus 2024 11:23:02
1ei ceprudirar Gys poapobrennii y panifouanii cueresi | e gificnnM De3 pyqHOro ey

Brgano: IPHHA HYBE Hava unaanis 18 wopans 2024 1134:01
Heit ceprndikat Gyn CTBOPSRI BALIOBIU0I) CHETENMHO T8 € Atitcy s dea pyior miaiuey

Cropiska 3 i3 3



' Pﬁzer

PFIZER MANUFACTURING
DEUTSCHLAND GMBH
BETRIEBSSTATTE FREIBURG
MOOSWALDALLEE 1
76090 FREIBURG, GERMANY

Certificate of Analysis
Material Number: £000120136
Description: LYRICA 150mg CAP 1x14 BLS UA
Batch: LGBB44
Specifications Refererice HO00013986-01
Number:
Manufacture Date: 02-Fab-2024
Expiration Date: 01-Fob-2027
Source Lots: HP?372 - HO00013988, LF3047 - H000023214
Test Specification Tost Mothod Result
Dascription Coni Snap hard gelatin Visual Conforms
capsule, Skze 2,
Color of body: white opague,
Color of cap: white opaque,
Color of imptint: black,
imprint on body: PGN 150,
{rprint on cap: Plizer,
Content: white to off-white
powder
{dentification HPLC The retantion time of the HPLC Conforms
main peak obtained from the
Semple Preparation
cotrasponds to that obtained
in the chromatogram of the
System Suitablity
Praparation,
(dentification IR The spectrum agroes with IR Conforms
reforance spactrum.
Assay and Purity Pregabalin HPLC
Assay Pregabalin {percent) 95,0 - 108.0% of the label 88.2 %
claim
Assay Pregabalin {mg) 142.5 « 157.6 mp/Capsule 147.2 Willigrams Per Caps
Impurities / Dagradation Products, NMT 0.2% (w/w) <0.1 %
Spacitied: PD 0147804
Impurities / Degradation Products, NMT 0.2% whw each <0.1%
Unspecified
Total impurities NMT 1.0% <0.1 %
tssuod By: IRINA SCHUWJE Dalo of Issue;  14~Jun2024 11:38:01

This ourtificale was crealed by a validaled system and I valid without ranual signature.

Page 1 0t%



PFIZER MANUFACTURING
DEUTSCHLAND GMBH
BETRIEBSSTATTE FREIBURG
MOOSWALDALLEE 1
78090 FREIBURG, GERMANY

Certificate of Analysis

Material Numbern F0O00120138

Description: LYRICA 150mg CAP 1x14 BLS UA

Batch: 168844

Specifications Reference H000013986-01

Number:

Manufacturs Date: 02-Feb-2024

Expiration Date: 01-Feb-2027

Sources Lots: HPT372 - HOOD013988, LF3047 - HO00023214

Tost Specification Tost Method Resilt

Uniformity of dosage units Ph, Eur. 2.9.40
Result Conforms Ph. Eur, 2.8.40 Pass
Average - 98.1 %
Minimum - 6.7 %
Maximum ~ 1004 %
RSD - 1.25%
Acceptance value - 33%
Stage - 1

Dissolution Pregabalin after 30 min USP «711>
Rasult NLT 80% (Q) Pass
Average - 96 %
Minimum - 93 %
Maximum - 100 %
RSD - 28%

Stage - 1

The Cadificate of Analysis was created by a validated system upon Head of Quality Control approval and is valid without
signature.

fosued By: IRINA SCHUWJE Dator of Iseuo.  14-Junv2024 11:38:01

This certificate was created by & vatidated system and ls valld without manual signature.

Pago 2018



Pﬁzer

PFIZER MANUFACTURING
DEUTSCHLAND GMBH
BETRIEBSSTATTE FREIBURG
MOOSWALDALLEE 1
76000 FREIBURG, GERMANY

Certificate of Compliance
Material Number: FO00120136
Description: LYRICA 150mg CAP 1x14 BLS UA
Daestinations: Ukraine
Bateh: LG8844
Manutacture Date: 02-Fab-2024
Explration Date: O1-Feb-2027
Quantity Manufactured: 26560 Each
Date of Release: 14~Jun-2024
Registration Number: UA/3753/01/02
AP Name: Pragabalin
Package Type: Blister
Dosage Typs: Capsules
tosuod By: 1RINA SCHUWJE Dulo of Iseuo:  14-Jun-2024 £1:38:01

mmmmwavmmaymwnmmm signaturs.

Page 3ol's



PFIZER MANUFACTURING
DEUTSCHLAND GMBH

y Pﬁze r BETRIEBSSTATTE FREIBURG

MOOSWALDALLEE 1
79090 FREIBURG, GERMANY

Certificate of Compliance

Name, address and number of manufacturing authorization license of manufacturing and quality control site;

Piizer Manufacturing Deutschiand GmbH, Germany, Betriebsstitte Frelburg, Mooswaldalles 1, 79060
Frelburg, Germany; DE_BW_D1_MIA_2023_0003

Microblological testing: total aerobic microblal count (TAMC), method: Ph. Eur. 2.6.12, limit: not more than
10° CFU/ g; total combined yeasts moulds account {TYMC), method: Ph. Eur. 2.8.12, limit: not more than 10
2 GEW/ g; specified microorganismen, absence of E. coll (1 g), method: Ph, Eur. 2.6.13, limit: conforms;
‘These testings are not performed routinely, mests when tested. If no results are listed on the CoA, testing
was not performed.

Certificate of Quality
To the Health Authorities of Ukraine

GUARANTEE LETTER

1, the undersigned, qualified person for the Pfizer Manufacturing Deutschiand GmbH,Betrisbsstitte Freiburg,
Mooswaldallee 1, 78090 Freiburg (Germany) confirm that this product was manufactured for the Ukrainian
market.

We guarantes the quallty of this product was manufactured according to the rules of Good Manufacturing
Practice and the appropriate Certificate of Analysis was Issuad,

This certificate may not be reproduced and is solely destined to the Governmental Authorities of Ukraine.

{ hereby certify that ali the manufacturing stages, including packaging / labeling and quality control, of this batch of
finished product have been carried out in full compliance with the GMP requirements of the EU and with the requirements
of the Marketing Authorisation{s) of the destination country/countries. The above information is authentic and accurate.
The coresponding active Ingredient was manufactured in compliance with GMP. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP. Any Investigations, deviations and
discrepancies have been approved.

This batch has been released by a Qualified Person.

Dispositioned By: MARION ARNOLD

fssued By: IRINA SCHUWJIE Dato of lssuo:  14-Jun-2024 11.38:0¢

This cortificate was created by 8 validated eystem and le valki without manual signature.

Pagod ot §



PFIZER MANUFACTURING
DEUTSCHLAND GMBH

‘ P _ . BETRIEBSSTATTE FREIBURG
fizer i

78090 FREIBURS, GERMANY

Certificate of Compliance

Disposition Date: 14-Jun-2024 11:23:02
This certificate was created by a validated system and is valid without manual
signature.
fssuod By: IRINA SCHUWJE Dato of lssue:  14-Jun-2024 11:38:01

This cortificale was created by s validaled aystern and is velid without reanual signature.
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