NOARIEP MEHIOOEKUYPUHT JORIAENATMBX
RETPIRIITETTE ®PARRYPT
MYCBAJILAAJL 1
79090 GPARRY DI, HIMEHYHHA

TEPEKITAJT
CEPTH®IKAT AHANIZY
MarTepian Ne: F000120134
Onuc: Jlipkka xancyau no 75mr Ne 1X14 y 6nicrepi
Cepist Ne: LD3884
AnaniThata npottegypa (All): H000014062-01
Jarta BupobuuuTea: 09.01, 2024
Tepuin npugarnocti: 01,01, 2027
Buxigua napris: HR4477-H000014062, LAB204-11000023213
TECT METO/A T'PAHULI PeayantaTn
Bignowianictn crnetudixauii HO00014062-01
Onnc Bizyanbto | Teepai nenposopi (6ini/nomapavoni) wenariaton Bijtnokigac

Karcyan, "poamipy 4", siki MicTsTs nopousox 8ig
6isoro g0 Matixe 6inoro KoNLOpY, MapkyBaHHs Ha
xopnyci: "PGN 75"; wa kpuuini: "Pfizer” vopunumu
wopHuaaMu, Poamip kancyn-4

TnenTudirauis (BEPX) (BEPX) [Yacyrpusysanus nixy npebaraniny Ha signosigae
XpOMaTorpaMax 0caipKKEaHOro Po3yrity
BiANIOBIAAE Yacy yTPUMYBaHHs Niky nperadaniny ua
XPOMATOTpaMax PosHHNy A% nepesipku
NpUAATHOCTI cUCTEMH

laenrudicanis (1) ) Mae BignoriaTH sigitoBinac

Kinbkiciie suznavenis (BEPX) 195,0 - 105,0% Bia sasunexol kiankocri 98.4%

nperadajiny: 71.25 - 78.75 mr/kancyny 73,77 mr/kancyny

HoMitrkn i npoaykTH Aerpaganii: (BEPX) ne Ginswe 0.2% (8./8) <0,1 %
PD0147804

THi fomitmki (Korca) (BEPX) |ue 6inbuwe 0.2% xowia <0,1%

CyMa gomitox i npogyKrin {BEPX} |He 6innm nixk 1L0% <0,1 %

Aerpagauii

OZHOPIAHICTL A030BaHUX OfMHKLL | Esp.dapM. [BianoBigae BuMoram Eanp.dapm.

2940
- pezyAbTaT - - Bianosijae
- cepeans - - 98,4%
- MiHiIMyM i - 96,7%
- MAKCHMYM ° ° 100,6%
- cepe/uic BiAXHICHHS ° 1,22%
- cepe/IHE 3HAUCHHA R 3,0%
- cragisn 1
PozunnHicTs nperaaniny: Uusp <711>
3a 30 xn
- pesyapTar He merure 80%(Q) BijuToBiNAE
- cepejus - 97%
- MiHiMasIbHa - 94%
- MaKCHMaJILHA - 98%
- CTAHAAPTHE BIAXWJICHHA “ 1,6%
- daza - 1
3aranblie HHCHO AePOGHHX €sp. Gapm. He Ginbute 103 KYO/r <10 KYO/r
mixpoopranismis/TAMC 2.6.12
3araniie WHCAo Enp. dapu, [He Ginbuie 102 KYO/r <10 KYO/r
APDK/PKOBHX Ta TUTICeHeBUX 2.6.12
rpubin/TYMC
Crenudiuni €sp, Gapu. |B 1 v sigcyTui Bignosijae
mixpoopraniamu: E. coli 2.6.13

Ueit ceprudikaT anastizy Gys pospoGrennii BaNiZOBAHOW CUCTEMOO (ICAs 3aTBEPIMCHHA KePIBHUKOM BIARIY KOHTPOJI AKOCT 1 € AHOYHM
6e3 mignucy

Bujano: IPUHA UIYBE JlaTa suaadi: 12 Gepesns 2024 14:03:20

e ceprudikaT 6yB cTBOpeRUI BaNiL0BAHO0 CHCTEMOK) Ta € JiHcHuM Ges pyunoro nijmnucy

Cropinka 1i33
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NOAKSEP MEBIOGEKHYPUIT AOAUNEINTL TMEX
BETPIBITETTE BPARBYPT

wp p - MYCHAJILAAJL 1
rzed 79090 MPARBYPL, HIMEYUHHA

Marepian Ne: F000120134
Onuc: Jlipuia ancysu no 75mr Ne 1X14 y 6nicrepi
Cepist Ne: LD3884
AnaniTuiua npouegypa (AM):H000014062-01
Jara supobuuursa: 09.01, 2024
Tepmin npugaTuocri: 01.01. 2027
Buxiana napris: HR4477-H000014062, LA8204-H000023213
CTaTyc: BUNYILCHO
Bunymeno: Tanja Lehmann
Jara sunycxy: 12 Gepeans 2024p, 13:57:29

Uit ceprudixar Gys poapobaennit y sanigosaniit cucremi ta gilcunit Gea pyuroro nignucy.

Bugano: IPUHA LIVBE

Jata supaui: 12 6epesns 2024 14:03:20

Hett ceprudikaT 6yB cTBOpeHUit BanifoBaH0lo CHCTEMOI0 Ta € AiHcHuM Ge3 pydHoro nianucy

Cropinka 2 i3 3



CEPTUGIKAT BIAMOBIAHOCTI

MaTepiasn Nu: FO00120134

Onue: dipuka kancyan 1o 75mr Ne 1X14 y Gaicrepi
Mpuanavennsn: Yipaina

Hapris: LD3884

MaTa supoGuuuTsa: 09.01, 2024

Tepmin npugaThocti: 01.01, 2027

Kinbkicts B cepii: 49400 yn.

Jlara punycexy: 12 6epesnust 2024p,

Homep peccrpauiitioro nocsiatenns: UA/3753/01/04
Hazsa ADL: peradanin

Tun nakysanus: 6aicrep

Jozonana gopmMa: Kancynu

Haana, ajpeca Ta omep ainensii gs Beix JiNAHKK Mo BHPOGHHITRY Ta KONTPOJII0 HKOCT fipenapary:
-lipatizep Menodexkuypunr Jokunenn I'M6X, BetpiGwrerre Mpaii6ypr, Mycsanpgains 1, 79090 dpaitéypr (HiMeuunua);
-DE_BW_01_MIA_2023_0003;

Mikpo6Giosoriuua wuucrora:

-3arajabHiil BMicT aepoBumum BakTepiit (TAMC), meTo Esp.dapm. 2.6.12, metojt B; rpanuui - He 6inbme 10°KY0/r;

-3arabHWE BMiCT apikakis (TYMC), Metog Esp.apm, 2.6.12, metog B; rpanuui - He Ginbwe 10°KYO/r;

- E.coli - MeTop Erp.bapm. 2.6.13, rpanwii - giinoRiae.

Ue TectyBatinst e IPOBOAMTLCA Ha KOXKHIM cepii; BiIOBILae BUMOraM pu recTyratni. ko i ceprudikari ananisy He skazaui
pe3yJLTATH N0 {aHOMY TECTY, I{e DIHAYAE, U10 TECTYBAHHS HE NPOROAHIOCK,

Ceprurdikar stkocri
Opranam Oxoporu 30pos'st Ykpaivn

Tudopmanifinuit ancr

A, Tofl, XTo MiTHcaRcs Hinkue, yrioBHoBakena ocoba Mbaiizep Menodexuaypuir Joituneny Tu6X, BetpiGuterte ®dpaitéypr,
Mycsanbaainn 1, 79090 dpaitGypr (HiMeuunrHa) nigTreppkylo, o AaHKAR 1POAYKT 6YR RUEOTORACHUE JUIs pUHKY YKpaitu.

Mu rapanTyemo axicTh IbOro NPOAYKTY Ta U0 BiH GyB BUroTORNEHKI BiAnOBIAKO Ao pasus Hasexuol Bupobunioi
MpakTHKy, B peayabTaTi Horo 6y Bunywenuit sianosiguuil Ceprudikar ananiay.

Leit ceprudixar ne Moxe 6yTH BIXTBOpeRUI | NpUaRaYeH U TINLKYK L8 PErYASTOPHIHX opranir Yrpaitu,

Lum 3acnijuyio, uto HaBeleHa BUILe IHGOPMAILIA € ayTEHTHYHOIO Ta ROCTORIPROTO, LI TAPTIs NPOAYKTY Gyna BUroTORACIA,
BK/04a10W cTa/lil MakyBaHHs/MapKyBanis Ta KOHTPOJIO AKOCT], B NOBHIH BignoBigHoCT] 1o sumor HBI Micienux
peryjasTopHix opraHis Ta is cnenudikauiaMu, 3apeecTpoBaHUMU B Kpaiti npuaHateHs. Buropucrana cyGeranuis 6ysa
BHroToBJeHa y signosignocti go HBIT, Texwonorivnuit npoliec, npollec yilakoBKH Ta A0KYMEHTALiA 3 TECTYRanHs GyJIH BURYCH]
Ta sMaKnaHi TaxKuMu, wo rignosigatoTe HBIL Moxkausl siaxuncrus afo poabixuocti Gyno noropkenn,

Iapris 6ysa RunNyNieHa YnosHoBaxeHow ocoboto,

OuiHeHO KuM: Tausi Jleman

JlaTa oliHK#K: 12 Gepesust 2024 13:57:29
Leii cepTudikat 6y pospobaenuii y sanigosaniit cucremii € AilicHuM 6es pywroro nignucy

Bugano: IPHHA ILIYBE Hara sugaui: 12 6epesns 2024 14:03:20

Ile#t ceprudikaT 6ys CTBOPEHUI BaJlifl0BAHOI0 CHCTEMOIO Ta € AIHCHWUM Ge3 PYyHMHOTO HiHcy

Cropinka 3i33



PFIZER MANUFACTURING

DEUTSCHLAND GMBH
By P Ze r BETRIEBSSTATTE FREIBURG
MOOSWALDALLEE 1
79090 FREIBURG, GERMANY
Certificate of Analysis
Material Number: F000120134
Description: LYRICA 75mg CAP 1x14 BLS UA
Batch: LD3884
Specifications Reference H000014062-01
Number:
Manufacture Date: 09-Jan-2024
Expiration Date: 01-Jan-2027
Source Lots: HR4477 - H000014062, LA8204 - H000023213
Test Specification Test Method Result
Specification reference - - H000014062-01
Description Coni Snap hard gelatin Visual Conforms

capsule, Size 4,

Color of body: white opaque,
Color of cap: orange opaquse,
‘Color of imprint: black,
Imprint on body: PGN 75,
Imprint on cap: Pfizer,
Content: white to off-white

powder

Identification HPLC The retention time of the HPLC Conforms
main peak obtained from the
Sample Preparation
corresponds to that obtained
in the chromatogram of the
System Suitability
Preparation.

Identification IR The spectrum agrees with IR Conforms

reference spectrum.

Assay and Purity Pregabalin HPLC
Assay Pregabalin (percent) 95.0 — 105.0% of the label 98.4 %
claim
Assay Pregabalin (mg) 71.25 - 78.75 mg/Capsule 73.77 Milligrams Per Caps
Impurities / Degradation Products, NMT 0.2% wiw <0.1 %
Specified: PD 0147804
Impurities / Degradation Products, NMT 0.2% (w/w) each <0.1%
Unspecified
Issusd By: IRINA SCHUWJE Date of lssue: 12-Mar-2024 14:03:20

This certificate was created by a validated system and is valid without manual signature.
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PFIZER MANUFACTURING
DEUTSCHLAND GMBH

o .P/;ZG r BETRIEBSSTATTE FREIBURG

MOOSWALDALLEE 1
79090 FREIBURG, GERMANY

Certificate of Analysis

Material Numbsr: F000120134

Description: LYRICA 75mg CAP 1x14 BLS UA

Batch: LD3884

Specifications Reference H000014062-01

Number:

Manufacture Date: 09-Jan-2024

Expiration Date: 01-Jan-2027

Source Lots: HR4477 - H000014062, LA8204 - H000023213

Test Specification Test Method Result
Total impurities NMT 1.0% <0.1%

Uniformity of dosage units Ph. Eur. 2.9.40
Result Conforms Ph. Eur. 2.9.40 Pass
Average - 98.4 %
Minimum - 96.7 %
Maximum - 100.6 %
RSD - 122 %
Acceptance value - 3.0%
Stage - 1

Dissolution Pregabalin after 30 min USP <711>
Result NLT 80% (Q) Pass
Average - 97 %
Minimum - 94 %
Maximum - 98 %
RSD - 1.6 %
Stage - 1

Total aerobic microbial count / TAMC NMT 10° CFU/g Ph. Eur. 2.6.12 <10 CFU/g

Total combined yeasts/moulds count NMT 102 CFU/g Ph. Eur. 2.6.12 <10 CFU/g

! TYMC

Test for specified micro-organisms: E Absence in1g Ph. Eur. 2.6.13 Conforms

. coll

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

signature.

Issued By. IRINA SCHUWLUE Date of Issue: 12-Mar-2024 14:03:20

This certificate was created by a validated system and s valid without manual signature.
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i Pﬁzer

Material Number:
Description:

Batch:

Specifications Reference
Number:

Manufacture Date:
Expiration Date;

Source Lots:

Disposition Value:
Dispositioned By:

Disposition Date:

PFIZER MANUFACTURING
DEUTSCHLAND GMBH
BETRIEBSSTATTE FREIBURG
MOOSWALDALLEE 1
79090 FREIBURG, GERMANY

Certificate of Analysis

F000120134

LYRICA 75mg CAP 1x14 BLS UA
LD3884

H000014062-01

09-Jan-2024
01-Jan-2027
HR4477 - H000014062, LAB204 - H000023213

Released
Tanja Lehmann
12-Mar-2024 13:57:29

This certificate was created by a validated system and is valid without manual signature

{ssued By: IRINA SCHUWJE

Date of lssue: 12-Mar-2024 14:03:20

This certificate was created by a validated system and s valld without manual signature.
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Material Number:

i Pﬁzer

Certificate of Compliance

F000120134

PFIZER MANUFACTURING
DEUTSCHLAND GMBH
BETRIEBSSTATTE FREIBURG
MOOSWALDALLEE 1
79090 FREIBURG, GERMANY

Description: LYRICA 75mg CAF 1x14 BLS UA
Destinations: Ukraine

Batch: LD3884

Manufacture Date: 09-Jan-2024

Expiration Date: 01-Jan-2027

Quantity Manufactured: 49400 Each

Date of Release: 12-Mar-2024

Registration Number: UA/3763/01/04

APl Name; Pregabalin

Package Type: Blister

Dosage Type: Capsules

Issued By: IRINA SCHUWJE Date of Issus: 12-Mar-2024 14:03:20

This certificato was created by a validated system and le valid without manual signature.
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PFIZER MANUFACTURING
DEUTSCHLAND GMBH

” P Ze r BETRIEBSSTATTE FREIBURG
MOOSWALDALLEE 1

79080 FREIBURG, GERMANY

Certificate of Compliance

Name, address and number of manufacturing authorization licanse of manufacturing and quality control site:

Pfizer Manufacturing Deutschland GmbH, Germany, Betriebsstétte Freiburg, Mooswaldallee 1, 79090
Freiburg, Germany; DE_BW_01_MIA_2023_0003

Microbiological testing: total aerobic microbial count (TAMC), method: Ph. Eur. 2.6.12, limit: not more than
10® CFU/ g; total combined yeasts moulds account (TYMC), method: Ph. Eur. 2.6.12, limit: not more than 10
2 CFU/ g; specified microorganismen, absence of E. coli (1 g), method: Ph. Eur. 2.6.13, limit: conforms;
These testings are not performed routinely, meets 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 Deutschland GmbH,Betriebsstatte Freiburg,
Mooswaldallee 1, 79090 Freiburg (Germany) confirm that this product was manufactured for the Ukrainian

market.

We guarantee the quality of this product was manufactured according to the rules of Good Manufacturing

Practice and the appropriate Certificate of Analysis was issued.

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

| hereby certify that all 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 corresponding 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.

Disposition By: Tanja Lehmann

|ssued By: {RINA SCHUWJE Date of lssue: 12-Mar-2024 14:03:20

This certificate was created by a validated system and Is valld without manual slignature.
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PFIZER MANUFACTURING
DEUTSCHLAND GMBH
w P Ze r BETRIEBSSTATTE FREIBURG

MOOSWALDALLEE 1
79090 FREIBURG, GERMANY

Certificate of Compliance

Disposition Date: 12-Mar-2024 13:57:29
This certificate was created by a validated system and is valid without manual
signature.
issued By: IRINA SCHUWJE Date of Issue: 12-Mar-2024 14:03:20

This certificate was created by a validated system and Ia valld without rranual signature.
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