AEPIKABHA CJYIKBA 3 JIKAPCBHKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMH Y KHIBCBKIH OBJIACTI

npos. Ceitmagyoi Haail, 3. m.Kuis, 02099, Ten/tare: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
NpPO AKICTH BBE3eHOI0 B YKpaiuy JikapchKoro 3acody

09.10.2024 Ne 50314/24/10

HAJALMH I ®OCDAT

{(Haitytelynarus NiKapeRROro 3acoBy sriano 3 peccrpaniiiins noceisyeinun)
po3unH asng in'exuii, 150 ar/ma; o 4 aa B amnyai 8 kapTouuiil kepodni
{fhopan BrnyCky, JAD3YBAHKR, BIE NAKYEAHAR AiKaPCLROTT 33000Y)

Honep peectpaniiinoro noceiauenss UA/10372/01/01 erpox aii peectpauiiisioro nocsigvesus 01.01.2099

Cepia nizapenxoro sacody Mo LC2610 Kiabkicrs secscuoro nikapenkoro sacofy 4
Bupo6Hitk IT(paiisep Memodexuypuur Bensris HB, Benbris
{uaiinciysaris pUpoGHIRA Jikaposrore 3acoby, kpaina noxeoxenns)
Baezeno b Yipainy Chinbite yrpaiicbKo-eCTOHCBKE MARPHEMCTBO ¥ (hopMi TOBapHCTEA
3 o0Mexenomo BinnopixnansuicTo "Owrisa-Dapar, ATAY, iaenr. kon:
21642228

(uaitmerrysanns 1a kox 30 €IPIIOY 1opiaianot ocob afio npissiue, in', no Satukoest diziHOT
ocofit - nizapuesias, i Micte EPoIRANNA Ta peectpauiiingi nomep olRizosol KAPTHI RAATHIEL
roaaTRiE afo copia Ta nosep racnopra)

IIpororos Bizyaasitore koarpoiio sia 09.10,.2024 »= 2993/6.

3a  peayawTaTaMI  JEPAABHOTO KOHTPOANS BCTANORZCHD, MO  Aikapekknil  3aci6  smesewe B Vepafity 3
AOTPHMAHUAM susor KoH0IABCTEA WOAQ 32830EHEHIA ARVCTE SKAPCHIMX 32c00iR,
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Tleperaan

! Ceprudikar aHaaisy

CEPTH®IKAT AHAAIZY
IZer TIPANSEP MEHIOGEKYYPUHT BEABTIs HB
v {raxon NIGANBEP MEHIOPEKUYPUHT BEALTIS)
PEMKCBET 12, 2870 IIYYPC-CIHT-AMAH/IC
(panime TIYYPC BEABIIS)
TEA. +32 (0}3 890.92.11

Crop. 134

Hasga npoayxry: JJAAALIVH 11 docdar 150 Mr/Ma 1X 4 MA B aMITyAaX, PO3YHH AL iH'eruin
(arTHBHA pewoBHHA: KalugaminuHay docdar); mo 4 Ma B aMIIyAi y KapToHHIH Kopo6ii

Cepina Ne: LC2610 DNata dopmysaHHn cepTudikata:04-2024
Koa npoaykty: F000099828

[ata supobruursa: 11-2023

TepmiH npupaarHocti: 11-2025 Cneuundikauia: P0870001008EU

Tecr Metog, Peaynbrar Oanuuui  fonyctumi mexi

BmicT 6€H3MN0BOrO CAUPTY TAB489 9,4 mr/mn 8.1-10.4 mr/mn
142.5 — 157.5 mr/mn ApU BUNYCRY,

BMmicT OCHOBM KAiHAaMILMHY TAB489 150,7 mr/mn 135.0 — 157.5 Mr/mA NPOTArOM TEPMiHY
nNpUAETHOCTI

Onuc Bisyan. Bianoeiaae MNpo3opuit Ge3bapsHMiA PO3HUH

BMMOram Tecty
BaKkTtepianbHi eHAOTOKCUHU €sp.Papm. Bianosipac He 6inblue 0.58 MO/mr

BumMmoOram TecTty

06'eM, LLO BUTArAETLCA Bi i , ,
. €sp.dapm. il mae sianosiaaty sumoram €sp.Papm.
BUMOTam TecTy
He Binbie 0.5% npu BUNYCKY,
BinbHUM KniHgamiumH TAB489 <0,1 % He Binbiwe 1.8% NpoTArom TepMiHy
npuaaTHocTi
|aeHTUdiKaLina BeHaunosoro TAB489- o
no3nTUsHO Mo3uTUsHUW
cnupTy BEPX
laeHTUdIKaLifA KATHAAMILWH TABA89- "
A Bikay AaMILAEY ABA8S No3UTUBHO Nos3uTUsHUN

docdary BEPX

: = He 6inbie 0.1% npu BUNYCK
BmicT Halbinblioro Hecne- P N

UbIIHOro NPOAYKTY Po3Na TAB489 <0,1 % He Ginbuie 0.1% NPoTAroM TepMiHy
4 PEAYKYYP e npuaaTHocti
He Binble 1.8% npv BUNYCKY,
NliHKoMiLuH -2-bocdaT TAB489 0,1 % He Binbwe 6.0% NPOTArOM TEPMIHY
npugarHocri
YacTku poamipom 210 mKm €sp.dapm. 76 yacr/dn. mae signosigaT Bumoram Eap.dapm.

JIOKYMEHT PO3FASIRAETHCS SK BAACHICTS Ta 6yB CTBOpEHMH fAst onepauift GisHecy Ta BAST TIEPETASLY POBITHHKAMHM Ta MPEACTABHIKAMH
PErYAATOPHHX Oprafis, PO3NoOBCIO/RKEHHS Ta nepejaia TpeTiM cToponam 6y3 I03BOAY 3aBOPOHEH.

/@ v Ctg ﬁ}(r Qd) \?" 2.

AL CF 0



| Ceprudikar aHaaisy
CEPTHU®IKAT AHAAIZY
[TPANZEP MEHIOGEKYYPUHT BEABI'IS HB
{raxox TIPAN3EP MEHIO®EKYYPUHT BEABI'LS)
PEUKCBET 12, 2870 IYYPC-CIHT-AMAHZC
(pauime [1YYPC BEABIIS)
TEA. +32 (0)3 890.92.11

Crop. 234

Hasea npomyxry: JAAALIUH 11 dbocdar 150 Mr/Ma 1x 4 Ma B aMIIyAax, POSUHH AAL iH'eruii
(axTuBHA pedoBUHA: KalHmaMinuHy docdar); o 4 Ma B aMITyai y KapToHHIl Kopobui

Cepin Ne: 1LC2610 [Narta bopmysaHHs cepTudikaTa:04-2024
Kog npoaykry: F000099828
Jara supobruyrea: 11-2023

TepmiH npugatHocti: 11-2025 Cneuudirauin: P0870001008EU
Tecr MeTtop, Pesynbrat Opunnui  fonyctumi mexi
YacTk1 po3mipom 225 MKM €sp.Papm. 2 yact/bn. mae signosigatu sumoram €sp.dapm.
pH 6,7 55-7.0
He 6inbtue 0.2% npu BUNYCKY,
Bmict PNU21941A TAB489 <0,1 % He Binble 1.2% NpoTArom TepmiHy
npuaaTHocTi

He Binbuwe 0.1% npu BUNYCKY,
RRT =0.19 TABABS <0.1 % He Binblwe 0.2% NPOTAroM TepMiHY
npuaatHocTi

He Binbite 0.1% npu BUNYCKY,
RRT=0.21 TAB489 <0.1 % He Binblwe 0.2% NPOTArOM TEPMIHY
npuaaTHoCTI

He Binbwe 0.3% npu BUMYCKY,
He Binbwe 0.6% NPOTArom TepMiHy
npugatHocTi

RRT=0.33 TAB489 <0.1

o
=N

He 6inbiue 0.2% npu BUMNYCKY,
RRT = 0.39 TAB489 <0.1 % He Binbiue 0.3% NpoTATOM TEPMIHY
npuaaTHocTi

He Binble 0.4% npu BUNYCRY,
RRT =0.50 TAB489 <0.1 % He Binble 1,2% NPOTArOM TepMiHy
npuaarHocTi

CrepuibHicTb €sp.®apm.  Bignosigae Tecty mae signosiaatv sumoram €sp.Papm.

JIOKyMEHT POITANAACTHCS SK BAACHICTL Ta 6yB CTROpEHMH nst onepauiif Gisnecy Ta fas nieperasy pobiTHUKAMI Ta NPEACTABHIKAMH
peryAsiTopHix oprauis. Po3NoOBCIOKEHHS T Tlepeiaya TPeTiM CTopoHam 6y3 103B0AY 3a60pOHEHO.




| CepTudikar aHaaisy
. CEPTHDIKAT AHAN3Y
g} . « MAN3EP MEHIOPEKYYPUHT BEABIIS HB
, Z @5 {raxox [IPANBEP MEHIOGEKYYPHHT BEABIIS)
PEMKCBET 12, 2870 [TYYPC-CIHT-AMAH/C
(pamime ITYYPC BEABIIS)
l TEA. +32 (0)3 890.92.11

Crop. 334

Hazea npoxykry: JAAALIMH I docdar 150 Mr/ma 1X 4 MA B aMNysax, POIUUH JAS iH'eRLi
(akTHBHA pevoBMHA: KaiHAaMiluHy docdart); o 4 MA B aMIIyAl y KapTOHHIH Kopobi

Cepisa Ne: LC2610 [Lata popmysaHHa cepTudirara:04-2024
Koa npoaykry: F000099828

[ata supobHuurea: 11-2023

Tepmin npugarHocti: 11-2025 Cneuudirayin: P0870001008EU

Tecr Mertop, Peaynbrat Oaunuyi  Jonyctumi mexi

He Ginbwe 3.6% npht BUNYCRY,
TABA489 1,4 % He Binbiue 10.0% npoTArom TepmiHy
npuapaTHocTi

3araNbHui BMICT JOMILLIOK

MapTis:HT3305

[iaHum 3acsiguyto, Wo HaseeHa suue iIHGoPMaLLia € ayTEHTUYHOIO Ta pocTosipHoto. Lia napTia npoaykry 6yna
BUroToBAEHa (BKAIOHAIONU CTAA!T NaKyBaHHA/MapKyBaHHA) 3 NPOBEAEHHAM KOHTPOIO AKOCTI Ha BULLE3rafaHOMY
BUPOBHULTBI B NOBHIN BignosiaHocTi A0 sumor HBIM micuesux perynaTopHux opraHis Ta i3 cneuundikaLiamu, WO BXOAATL
[0 CK3/ly PEECTPALIIHOIO AOCHE 4W PEECTPALLiiHIX AOKYMEHTIB BUPOBHMKa a60 3apeecTpOBaHMMK B KpaiHi BUPOBHMKa UK
KpaiHi npU3HaueHHa, AKLO Npenapar Bys imnopTosanuii, abo Ao daiinis un cneupdikaLiyi Ana AOCNIAKYBAHOTO
nikapcbkoro 3acoby. 3a340KYMEHTOBaH AaHi WoAo BUMPOBHULTBA, NaKyBaHHA Ta TECTYBaHHA 6ynu nepesipeHi Ta BU3HaHI
Takumu, Wo signosigatots HBM.

KomBiHauis Homepie cepii, KoAy NPOAYKTY, Haseu cneyudikauii 1a 4aTh cepTudiKaTy aHanisy € 3reHepoBaHolo Ta
PO3FARAAETLCA AK EAUHUIA HOMep cepTudikaTy aHanisy.

Poamip cepii: 17 187 ynakoBoK
PeecTpauiliHuii Homep: UA/10372/01/01
YKpaida - UA

Bci aji 6ynn BUKOHaHI KBanidikoBaHUM NEPCOHANOM Nif KePiBHULITBOM YnosHOBasKeHO! 0cobu.

EaexTporumit nianuc: XeseH Baw PaHcr BixmMiTKa 1po yac BUIYCKy cepii: 24-kpitHsa- 2024 12:22:52
BiaMiTka cepsepy: 24-KBiTHsi- 2024 12:22:44

JOKYMCHT PO3rASRAcTLCR SIK BAACHICTS Ta ByB cTBOpenuit Aast onepauilt Gisiecy Ta Jast reperasjy pobiTHUKAMI Ta NPEACTABHIKAMK
PEFYASITOPHIK opraiin. PO3IOBCIOAMKEHHS TA Nepesaia TpeTiM cTopoHam 6y3 J103B0AY 3a00POHEHO.




Ceprudikar BianosiaHocTi
Hexaapaniss BHpoOHHKA

CEPTHU®IKAT AHAAIZY
NOANZEP MEHIO®EKYYPUHI BEABIIA HB Crop. 434
{rakox NIPANBEP MEHIO®EKYYPUHI" BEABI'IS)
PEMKCBET 12, 2870 IIYYPC-CIHT-AMAHZC
(paniwe ITYYPC BEABI'f)
TEA. +32 (0)3 890.92.11

Hazga nponyxry: JAAALIVH 1T dhocpar 150 mMr/ma 1xX 4 MA B aMITyAaX, POSUHH JAA iH'exuii
(aKTHBHA pedoBHHA: KAlHAaMILKHY docdaT); 10 4 Ma B aMIIyAl y KapTOHHIN Kopobui

Cepin Ne: LC2610 [ata popmysaHHa cepTudirkata:04-2024
Kog npoaykty: F000099828

Harta supobHuyrea: 11-2023

Tepmin npugaTHocTi: 11-2025 Cneuudikauia: P0O870001008EU

CEPTUDIKAT AKOCTI

MICLIE BUPOBHULITBA/KOHTPOIO AKOCTI:

ave. aexnapadilo supobHuka

Ne NUEH3I:  aws. Aeknapaliilo BupobHUKa

Ne GMP CEPT. ABO HOMEP B EudraGMP: AVB, AeKnapaujlo BupobHUKa

Bci aji 6yan BUKOHaH] KBaNiIGIKOBAHUM NEPCOH2OM Nif, KEPIBHULTEOM YnoBHOBaXeHo! 0cobu.

Eaexrpounuit migrmc: Xeaen san Paner BizmiTka npo uac BUIYCKy cepii: 24-KpiTHs- 2024 12:22:52

Bigmirka cepsepy: 24-ksitida- 2024 12:22:44

ixmuic YriopHoBaxkeHoi ocobu

EAekTpoHHNH nignmc
Aizesorre Baa 25.04.2024 02:31:052-0400

Mpuynna: S 3aTBEPIKYIO LEH TOKYMEHT

JloKyMEHT PO3rAS/IAcThes IK BAACHICTE Ta 6YB CTBOPeRHH AA7 onepallili Gianecy Ta JAst neperasny pobiTHHMKAaMH Ta TPEeACTABHIKAMH
PEryAaTOPHKX OpraHis, PO3rOBCIOMOKEHHS Ta riepefayia TpetiM croponam By3 103s0ay 3ab6opoHeHo.



Bepcis: 13

JEKJIAPAITLS] BUPOFHUKA

JaHuif JOKYMEHT € NPHIHATHUM LIOAO BCiX MEAMYHHX Tpenaparis, sKi IPOXOAATh YCi eTamny
BHTOTOBIICHHS (BUPOGHUIITBO, TTaKyBaHHs, KOHTPOJTb KOCTI, BUITYCK naprii) Ha 3aBofi Ildaiizep
Mantodexuypunr Benpris, Peiikcsepr 12, 2870 Ilyypc-Cint-Amanzc, Benserist  (Pfizer
Manufacturing Belgium NV, Rijksweg 12, 2870 Puurs-Sint-Amands, Belgium)

Howmep mineHsii:
277 H (nixapcbki 3aco6u st T0zeH)
277 V (BeTepuHapHi nikapchKi 3acobu)

Ceprudixar nanexuoi upoGHudoi npaktuku (GMP) y EudraGMP:

Jlixapchki 3aco0u U1 Trojen

BE/GMP/2021/134: acenrtuuna 30Ha IliBHiY (BKIOYAlOYM JIHII aCeNTHYHOrO HANOBHEHHS,
cybniManiitni cymapku Ta GopMyBaHHA CYCIIeH3ii)

BE/GMP/2020/009: acenTiaroi 30Ha ITiBieHb (BKIIOYHO 3 LIEHTPOM 3BaXKyBaHHs, pOpMyBaHHS,
30Ha ITIPHIIB BULYBaHHsI-HATIOBHEHHSA-3aTIat0BAHHS)

BE/GMP/2021/026: IlenTp BaKkuuH

BE/GMP/2020/026: TTinoTauii 3aBox — ApiGHOMacirTabHa 06pobka (S2F2)

BE/GMP/2020/034: TlimoTHmit 3aBox — xpibHomacmTabue 3amoBHenHs (S2F2) O6macte:
iMyHOIIOTTYHI TIpernapaTH

BE/GMP/2021/099: Focus Area

BE/GMP/2022/064: T'ryukuii KapTPHIOKHUN LESHTP

BE/GMP/2021/174: Bropusnne nakysaus, ckinan (Rijksweg 20)

BE/GMP/2022/101: Tecrysanss xonTpoio skocTi (Rijksweg 12)

BE/GMP/2022/100: Ientp xoutpomo sxocti (Rijksweg 10)

BE/GMP/2021/168: Jorictuka 1 36epirants

BE/GMP/2021/165: Jloricruka 2 36epiranHs



BerepunapHi nikapchbki 3acobu

BE/GMP/2021/135: acenTuuna 30Ha IliBHIY (BKIHOYAOUM JiHII acENTHYHOIO HANOBHCHHI,
cybiManiitai cymapky Ta GOpMyRaHHS CYCTIEH3ii)

BE/GMP/2020/010: acentuuroi 30Hu [TiB1eHn (BKIIOUHO 3 LEHTPOM 3BaXXyBaHHA, HOPMYBaHHS,
30HA IINPUILIB BU/yBaHHI-HATIOBHEHHA-3aTIal0BAHHS )

BE/GMP/2021/101: Focus Area

BE/GMP/2021/175: BropunHe naKkyBaHHs, CKIaj (Rijksweg 20)

BE/GMP/2022/106: TecTyBaHHs KOHTPOIILO skocTi (Rijksweg 12)

BE/GMP/2022/ iOS::HeHTp xonTtposmo skocti (Rijksweg 10)

BE/GMP/2021/169: JloricTnka 1 36epiranns

BE/GMP/2021/166: JloricTuka 2 36epiraHts

Enexmponnuti nionuc
Bepne Cinuie
05-04-2023 08:42:032-0400

[Tpnuuna: 5 3aBTEpAKYIO HaHUH JOKYMEHT

Bepne Cinne

JlnpexTop onepauifiHoro BTy 3 KOHTPOIO AKOCTI



Version: 13

DECLARATION ON MANUFACTURING SITE

This statement is applicable for all medicinal products where all manufacturing activities
(manufacture, packaging, Quality Control, batch release) are performed by Pfizer
Manufacturing Belgium NV.

Pfizer Manufacturing Belgium NV, Rijksweg 12, 2870 Puurs-Sint-Amands, Belgium

Licence number:
277 H (human products)
277 V (veterinary products)

GMP Cert. or Reference Number in EudraGMP:

Human products
BE/GMP/2021/134: Aseptic Area North (incl. Aseptic Filling lines, Freeze Dryers and

Suspension formulation)

BE/GMP/2020/009:  Aseptic Area South (incl. Weighing Center, Formulation, Syringe Plant
and Blow Fill Seal)

BE/GMP/2021/026: Vaccine Center

BE/GMP/2020/026: Pilot Plant - Small Scale Fill Finish (S2F2) Area

BE/GMP/2020/034: Pilot Plant - Small Scale Fill Finish (S2F2) Area: Immunological
products

BE/GMP/2021/099: Focus Area

BE/GMP/2022/064: Flexible Cartridge Center

BE/GMP/2021/174: Secondary Packaging, Warehouse (Rijksweg 20)

BE/GMP/2022/101: Quality Control Testing (Rijksweg 12)

BE/GMP/2022/100: Quality Control Center (Rijksweg 10)

BE/GMP/2021/168: Logistics 1 storage

BE/GMP/2021/165: Logistics 2 storage

Page 1 of 2

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs-Sint-Amands
0400.778.165 RPR Mechelen

BTW BE 0400.778.165

CITIBANK 570-1295255-72

DocUUID : 1(1cabl7-acl6-42dc-39a0-728c24cldgbo



Veterinary products
BE/GMP/2021/135:  Aseptic Area North (incl. Aseptic Filling lines, Freeze Dryers and

Suspension formulation)

BE/GMP/2020/010:  Aseptic Area South (incl. Weighing Center, Formulation, Syringe Plant
and Blow Fill Seal)

BE/GMP/2021/101: Focus Area

BE/GMP/2021/175; Secondary Packaging, Warehouse (Rijksweg 20)

BE/GMP/2022/106: Quality Control Testing (Rijksweg 12)

BE/GMP/2022/105: Quality Control Center (Rijksweg 10)

BE/GMP/2021/169: Logistics 1 storage

BE/GMP/2021/166: Logistics 2 storage

Veerle Sillis

Veer' |e S' I I 1S 05 Apr 2023 08:42:032-0400
REASON: | approve this document.

707545e8-7044-4023-a7¢8-53%bedd4bcec

Veerle Sillis
Site QO Leader

Page 2 of 2

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs-Sint-Amands
0400.778.165 RPR Mechelen

BTW BE 0400.778.165

CITIBANK 570-1295255-72

DocUUID : 1f1c4bi7-acl6-42dc-a9a0-728c240fd9be



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 1 0of &

Product Name: DALACIN C PHOSPHATE 150MG/ML 1X4ML AMPOULE SOLUTION FOR INJECTION

(CLINDAMYCIN PHOSPHATE); 4 ML IN AMPULE IN A CARTON BOX

Batch Number: LC2610
Material Number: F000099828
Date of Manufacture: 11-2023
Expiration Date:11-2025

Date COA Generated: 04-2024

Specification Name: P0870001008EU

TEST METHOD RESULT UNIT LIMITS
BENZYLALCOHOL TAB489 9.4 MG/ML 8.1 TO 10.4 MG/ML
CLINDAMYCIN BASE TAB489 150.7 MG/ML 1425 TO 157.5
MG/ML. AT TIME OF
RELEASE, 135.0 TO
157.5 MG/ML DURING
SHELF LIFE
DESCRIPTION VISUAL MEETS TEST CLEAR, COLORLESS
SOLUTION
ENDOTOXINS PH EUR MEETS TEST NMT 0.58 IU/MG
EXTRACTABLE VOLUME PHEUR MEETS TEST MEETS PH EUR
REQUIREMENTS
FREE CLINDAMYCIN TAB489 <01 % NMT 0.5 % AT TIME

IDENTIFICATION
BENZYLALCOHOL

IDENTIFICATION
CLINDAMYCIN PHOSPHATE

LARGEST UNSPECIFIED
DEGRADATION PRODUCT

LINCOMYCIN-2-PHOSPH

TAB489 - HPLC POSITIVE

TAB489 - HPLC POSITIVE

TAB489 <01 %

TAB489 0.1 %

OF RELEASE, NMT
1.8 % DURING SHELF
LIFE

POSITIVE

POSITIVE

NMT 0.1 % AT TIME
OF RELEASE, NMT
0.1 % DURING SHELF
LIFE

NMT 1.8 % AT TIME
OF RELEASE, NMT
6.0 % DURING SHELF
LIFE

Documentation is considered PROPRIETARY and is made available for business operations and review
by employees and regulatory agencies. Distribution to third parteswithouaisprionx IRk

ohibited.

e




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 2 of 5

Product Name: DALACIN C PHOSPHATE 150MG/ML 1X4ML AMPOULE SOLUTION FOR INJECTION

(CLINDAMYCIN PHOSPHATE); 4 ML IN AMPULE IN A CARTON BOX

Batch Number: LC2610

Material Number: F000099828
Date of Manufacture: 11-2023

Expiration Date:11-2025

Date COA Generated: 04-2024

Specification Name: P0870001008EU

TEST

METHOD RESULT UNIT

LIMITS

PARTICLES >= 10 uM

PARTICLES >= 25 uM

PH

PNU 21941A

RRT =0.19

RRT = 0.21

RRT =0.33

RRT =0.39

RRT =0.50

PH EUR 76 PART/CONT

PH EUR 2 PART/CONT

6.7

TAB489 < 0.1 %

TAB489 < 0.1 %

TAB489 <01 %

TAB489 <0.1 %

TAB489 <01 %

TAB489 <0.1 %

MEETS PH EUR
REQUIREMENTS

MEETS PH EUR
REQUIREMENTS

55707.0

NMT 0.2 % AT TIME
OF RELEASE, NMT
1.2 % DURING SHELF
LIFE

NMT 0.1 % AT TIME
OF RELEASE, NMT
0.2 % DURING SHELF
LIFE

NMT 0.1 % AT TIME
OF RELEASE, NMT
0.2 % DURING SHELF
LIFE

NMT 0.3 % AT TIME
OF RELEASE, NMT
0.6 % DURING SHELF
LIFE

NMT 0.2 % AT TIME
OF RELEASE, NMT
0.3 % DURING SHELF
LIFE

NMT 0.4 % AT TIME
OF RELEASE, NMT
1.2 % DURING SHELF
LIFE

Documentation is considered PROPRIETARY and is made available for business operations
doprré msiomispsohibited.

TN

and review

by employees and regulatory agencies. Distribution to third parth o pe




Certificate of Analysis

PFIZER MANUFACTURING BELGIUM NV
(ALSO KNOWN AS PFIZER MANUFACTURING
BELGIUM) Page 3 of 5

RIJKSWEG 12

2870 PUURS - SINT-AMANDS

(FORMERLY KNOWN AS PUURS)
(BELGIUM)
TEL: +32 (0)3890.92.11

Product Name: DALACIN C PHOSPHATE 150MG/ML 1X4ML AMPOULE SOLUTION FOR INJECTION
(CLINDAMYCIN PHOSPHATE); 4 ML IN AMPULE IN A CARTON BOX

Batch Number: 1.C2610 Date COA Generated: 04-2024
Material Number: FO00099828

Date of Manufacture: 11-2023

Expiration Date:11-2025 ' Specification Name: P0870001008EU
TEST | METHOD RESULT UNIT LIMITS®
STERILITY PH EUR MEETS TEST MEETS PH EUR

REQUIREMENTS

TOTAL IMPURITIES TAB489 : 1.4 % NMT 3.6 % AT TIME
OF RELEASE, NMT
10.0 % DURING
SHELF LIFE

BATCH: HT3305

| HEREBY 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: 17 187
REGISTRATION NUMBER: UA/10372/01/01

UKRAINE - UA

Documentation is considered PROPRIETARY and is made available for business operations and review

"

by employees and regulatory agencies. Distribution to third part i o ) iseohibited.




Certificate of Analysis

PFIZER MANUFACTURING BELGIUM NV
(ALSO KNOWN AS PFIZER MANUFACTURING
BELGIUM) . . Page 4 of 5
RIJKSWEG 12 ’

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

(BELGIUM)
TEL: +32 (0)3890.92.11

Product Name: DALACIN C PHOSPHATE 150MG/ML 1X4ML AMPOULE SOLUTION FOR INJECTION
(CLINDAMYCIN PHOSPHATE); 4 ML IN AMPULE IN A CARTON BOX

Batch Number: LC2610 Date COA Generated: 04-2024
Material Number: F000099828

Date of Manufacture: 11-2023 »

Expiration Date:11-2025 Specification Name: P0870001008EU

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

Electronic Signature: Helena Van Ranst Lot Release Local Timestamp: 24-APR-2024 12:22:52 Server Timestamp:
24-APR-2024 12:22:44

Documentation is considered PROPRIETARY and is made available for business operations and review
by employees and regulatory agencies. Distribution to third parti ithoutsprien pesmisgiameispiohibited.




Certificate of Compliance
Manufacturer’'s Declaration

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 5 of 5

Product Name: DALACIN C PHOSPHATE 150MG/ML 1X4ML AMPOULE SOLUTION FOR INJECTION
(CLINDAMYCIN PHOSPHATE); 4 ML IN AMPULE IN A CARTON BOX

Batch Number: LC2610 Date COA Generated: 04-2024

Material Number: FO00099828 '

Date of Manufacture: 11-2023
Expiration Date:11-2025 ‘ Speciﬁcafion Name: P0870001008EU

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: Helena Van Ranst Lot Release Local Timestamp: 24-APR-2024 12:22:52 Server Timestamp:
24-APR-2024 12:22:44 ‘

Signature QP Delegate

s ’ Liselotte Bal
Z/&’e% tte 3 LAY Apr 2024 02:31:052-0400
REASON: | approve this document.

90eSedb9-8277-4b04-9bf8-85ebbe5dd118

Documentation is considered PROPRIETARY and is made available for business operations and review
by employees and regulatory agencies. Distribution to third parts ithautspricepesmissiomisprohibited.
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