Mepexnapn

NPAU3EP MEHIO®EKYYPHUHT
AOUYIEH] I'MBX
MYCBAJbJAAMD 1

79108 GPARBYPI' IM BPAHCTAY

HIMEYYMHA

SQL*LIMS cucTeMHHIR MeHeKep

22-08-2024

CdopmoBaHno:

Ctopinka 136

CepTudikar aHaaisy

KAJAYET 5/10, Ta6JieTKH, BKPUTI IVIIBKOBOIO 060JIOHKOX0, 10 5 Mr/10 mr

Ne10x3 y6icTepax

IpuzsaveHHsa: YkpaiHa

Homep matepiany: F000117842 Cepis Ne: LK7542
JaTa Bupo6bHuuTBa: 18/01/2024 Tepmin npugaTHocTi: 01/01/2027
AnaniTiuuHa npoueaypa: 963300-01
Tecr MeToa, HAonycrumi mexi PesyneTar
30BHIUTHIN BUTJISA], 1202 BiJi, oBasibHi, BKPUTI NJIIBKOBOIO 060JI0HKOIO BiANOBIJaE
Pesysnbrat TaBaeTKH, 3 THCHEHHAM «Pfizer» 3 ofHOTO GOKY Ta
KOMOM NpoRyKTyY «CDT» i «051» - 3 iHmaro
IHEHTHUDIKALIA AMJIOJMITIHY / BEPX . . . .
A1.072 l‘loxaaye ABa OCHOBHUX XpoMaTOl‘pa(ﬁl‘lHMX MKY Bignosigae
PesyabTaT
3 YacaMM yTPpHMYBaHH, NOAI6HUMH 10
CTaHAApTIB NOPIBHAHHA aMJ0AUIIHY GecHiaTy
Ta aTOPBACTATHHY KaJIbLil0 NPH NMOCJAiJOBHOMY
XpoMaTorpadyBaHHI.
IAEHTHOIKALISA AMJIOUIIHY / V& JiogHa MaTprus noKaBy.e ny-cn.el_('rpH ‘;um A.Bo)f Biamosinae
A1.072 OCHOBHMX XpoMaTorpadidHux nikis, Axi, noAi6Hi
Pesynbrart . . i .
[0 BiAMOBIZHUX CHEKTPIB CTAHZAPTIB
NOpiBHAHHA aMAOAHAIHY GecuaaTy Ta
aTopBacTaTHHY Kalbliiio.
IIEHTHOIKALIS ATOPBACTATHHY / ITokasye JBa OCHOBHUX XpOMAaTOI‘padJHHHX nikH  Bignoeigae
BEPX A1.072 3 4acaMM yTPUMYBaHHA, MOAI6HUMU J0
CTaHAapTiB NOPIBHAHHA aMaoAuIiRY 6ecHaaTy
PesyatTaT Ta aTopBacTaTUHY KaJkLilo NPH MocHiZoBHOMY
xpoMaTorpadybsanHi.
IAEHTU®IKALLA ATOPBACTATHHY / Y Aioria MaTpuua nokasye Y®-ciekTpy ANA ABOX - pianosifae
A1.072 0CcHOBHHX XpoMaTorpadiuHux nikis, ski, noAiGHi
PesysbTaT RO BIATOBIAHUX ClIEKTPIB cCTaHAAPTIB
MOPiBHAHHA aMAOAKIIIHY GecHIaTy Ta
aTOpBAaCcTAaTHHY Kasblito.
KUIBKICHE BUBHAYEHHSA AMJIOAUITIHY
I()BEPX] A1.071 4,75 - 5,25 Mr/TabneTky, BKPUTY /i BKOBOIO 5,01
€3y pTaT o6oJoHkolo (95,0-105,0%) (3asBienuit BMicT
5 mr)
KIJIBKICHE BU3HAMEHHA
ATOPBACTATHHY (BEPX) A1.071 9,50 - 10,50 Mr/TabieTKy, BKPUTY IIIBKOBOIO 10,15
PesyabTar oGosnoHkoro (95,0-105,0%) (3asssenHii BMicT
10 mr)
OJHOPIAHICTE JO30BAHHX OAUHULDL
AMJIOOUIITH
Pesysabtar
A 1.071 Bianosigae noToyHUM 3arajisHHM BBMOraM K Bignosigae
JJIA AMJIOAHUTTIHY, TaK | A1 aTOpBacTaTHRY
(signosigae €sp. Papm. 1. 2,9.40)
Cepe/iHE 3HaYeHHHA h
MinimMym N 99,6
MakcumyM - 96,4
. - 101,4
Cragis
KoediuieHT pigxuienus ° 1
1,4

JloKYyMEHT Po3TIAZAETLCA SK BAACHiCTh Ta 6yB cTROpeHHIl 41 onepauil SiaHecy Ta Ans Meperasgy NpaliBHUKaMy Ta TPEACTABHRKAMY PETYIRTOPHUX OpraHis,

PoanoBcroieHHA TpeTiM cTopoHaM 6e3 J03B0AY 3a60POHEHO.
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o= Pﬁzer

TIOARZEP MEHIODEKYYPUHT
JOMYJEH] I'MBX
MYCBAJIbJAJD 1

79108 OPAUBYPT IM BPANCTAY

HIMEYYHHA

22-08-2024
CdopmoBaHO:

SQL*LIMS cucTeMHUIA MeHeIKep
CtopiHka 23 6

CepTudikar aHaaizy

KAJYET 5/10, Ta6/1eTKU, BKPUTI IUVTIBKOBOIO 060JI0HKO010, 10 5 Mr/10 mr

Ne10x3 y6aicrepax

IMpusHaYeHHA - YKpaiHa

Homep maTepiany: F000117842
HaTta Bupo6uuyTBa: 18/01/2024

Cepis Ne: LK7542

Tepmin npugatHocri: 01/01/2027
AxaniTu4Ha npoyegypa: 963300-01

Tecr MeTtopn HomycTumi mexi Pe3yabTaTt
OJHOPIAHICTD ZJ030BAHHUX OAWHHUUDB

ATOPBACTATHH

PesysbTart A 1.071 Bignowigae nMoTo4HKUM 3arajlbHUM Bignosigae

BUMOraM AK JJIsl aMAOAMTIRY, Tak i

AnA aTopBacTaTHHy (Bignosigae Erp.

CepefHe 3HaYEHHSA
Minimym

MakcumymM

Cragis

KoediuieHT BigxuaeHHsA

BMICT BOJIOTH
PesynabTaT

PO3YUHEHHA AMJIOAWITIH

PeaynbTaTt

CepeaiHe 3HAYEHHA
MiniMyM

MakcumyMm

CranjapTHe BiAXUICHHSA

Crazis

dapw. n1. 2.9.40)

- 101,7
- 98,0
- 104,1
- 1
- 1,6
W 1.0 6,0 % MakcuMyM 2,7
D 30.98 BuMory BUKOHYIOTbCH, AKIUL0 KIIBLKICTE Ailo4ol gignosigae
pevoBUHY, po3vunHenol Yepes 30 XBUHH,
BifinoBigae BuMoraM B TabaMLi, HaBeAeHiR
HIKYe, Je Q = 75% AAs aMAoLHTIRY.
BennuuHa Q - 1e KiJibKicTb po3unHeHo] Airodol
pevOBHHH, BRpaXeHa y BiAcoTKax Bij
HOMiHaZBLHOTO BMICTY.
Cragia | Kinbkicts Kpurepii
BHUIpPoGo- npUHHATHOCT]
BYBaHHX
OJMHHKIb
S1 6 He menue Q+5 %
AN KOXCHOT
OfMHM L]
S2 [ CepeHeE 3HAYEHHA
i3 12 oguuup (S1+
Sz) aopisHioe abo
6inpiue Q i HeMae
KOAHOID
pesyabTaTy
MeHlle, Hixk Q-15%
} 95
R 94
R 95
) 0,4
1

JloKyMeHT poarasfacThest AK BARCHICTD Ta BYB CTBOPEHMH ANs onepalii 6izHecy Ta 445 NeperisAy NpaLiBHHKaMH Ta NPEACTAaBHHKAMK PETyAATOPHUX opranis,
PoznoscikeHHs TpeTiM cTopoHaM 6e3 403801y 3360POHEHO.

emaedecs060
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; IICDAI/IBEPVMEH}O(DEK‘WPHHF 22-08-2024
5 JOWYJIEH] I'MBX

' F)jﬁzer MYCBAJIBAAJTD 1 Copmosao:

) i 79108 GPANBYPT IM BPANCTAY SQL*LIMS cucreMHuit MeHemKep

HIMEYYHMHA Cropinka 336

Ceptudikar aHaaisy
KAJAYET 5/10, Ta6/ieTKH, BKPUTI /TIIBKOBOIO 0G0JI0HKOX0, 110 5 Mr/10 mr
Ne10x3 vo6aicrepax

[Ipu3HaveHHd - YKkpaiHa
HomMmep matepiany: F000117842 Cepis Ne: LK7542

Jara pupo6uuuTea: 18/01/2024 TepwMin npugatHocTi: 01/01/2027
AxasiTHYHa nponeAypa: 963300-01

TecT MeTron JonycTumi mexi Peayabtat
PO3YUHEHHSA ATOPBACTATHH - e

D 30.98 BHMOrH BUKOHYIOThCS, AKILO KiJIbKICTE Ail0401 Bignosigae
PesyabTar peyoBUHH, po3unHeHol yepe3 30 XBUJIHH,

BiZNOBIZaE BUMOraM B Tabauw, HaBedeHii
HHXYe, Ae Q = 80% A/17 aTopBacTaTHHY.
Besuuuna Q - ue KifbkicTb posunHenoi girovol
pEevMOBUHH, BUpaXkeHa y BiicoTKax Bij
HOMIHAJLHOIO BMICTY.

Cragisi | KinbkicTb Kpurepii

BUTIpo6o- NPUAHATHOCTI
BYBaHHX
OAHHUIE
s1 6 He menue Q+5 %
AT KOKHOY
oxHHUL{
S2 6 Cepe/iHE 3HAYEHHA

ia 12 oguuuyb (Si+
S2) popiBHioe a6o
Giabue Q i Hemae

KOAHOTO
pesyabTaTy
MeHue, Hix Q-15%
} 95
CepeJiHE 3HAYEHHS ) 94
MiniMyMm ) 97
M
aAKCUMYM ) 12
CraHpapTHe BIAXHJIEHHSA 1
Cranis )
AOMIIIKY / CMEEUDIKOBAHI IPOAYKTH
PO3IALY (BEPX)
UK-55,410
Pe3y/abraT A1.073 <03% <01
PD140728 A1.073 <03% <01
PesyabTaT
PD153824 A1.073 503 % <01
PesyabTaT
PD1 4
p13063 A1.073 <03% <0,1
PesyabTaTt
PD148996 A1.073 <03% <01
PesyseTaT
PD139884 / PD143857
/ A1.073 <03% <0,1
PeayabTaT
HECNEUHW®IKOBAHI (BEPX) AL073 £0,2 % Koo <01

PeayasraT

JloKyMeHT PoarnsfaeThesd 9K BAACHICTH Ta 6YB CTBOPEHUI JU1st onepauii Gianecy Ta A/is eperasfy NpaliBHUKaMH Ta NPEACTABHHKAMHU PEryJATOPHUX opraHis,
Po3noBciofKeHHA TPETIM CTOpPoHaM 6e3 403801y 3a60pOHEHO.

emaedcs060 ipenTudikayiiinuit Homep cneundikamii: 126276581 im'st LICRDE6P



NOAU3EP MEHIO®EKYYPHHT 22-08-2024

JAOUYNEH] ITMBEX
P ﬁzer MYCBAJIbJAJb 1 Cdopmosano:
, 79108 GPAHBYPT IM BPAHCIAY SQL*LIMS cucTeMHuit MeHeAxkep
HIMEYYMHA Cropinka 436

Ceprudikar anasmiay
KAJLYET 5/10, Ta6/1eTKY, BKPUTIi IIIBKOBOIO 060JI0HKO}0, 10 5 Mr/10 mr

Ne10x3 y6aicTepax
TMpusHayenHs - Ykpaina

Homep martepiany: F000117842 Cepist Ne: LK7542

Aarta Bupo6uuyrsa: 18/01/2024 Tepwmin npuaarHocti: 01/01/2027
AnaniTuyna npoueaypa: 963300-01

Tecr MeToz Aonyctumi mexi PesyabTaT

3ATAJILHA KUIBKICTb TTPOJIYKTIB PO3TIALY
(BEPX)

. ’ 0,
Pesynbrar A1,073 s1,5% <0,1

CepTudikar aHanizy 6yB CTBOpeHHH BaliJOBAHOIO CUCTEMOO HiC/S CXBaleHH KepiBHMKOM BiiZiNly KOHTPOJIIO SKOCTi i € gilicHUH Ges
mignucy.

Hanucanus agpecu Ta nomrosoro iHekcy Bupo6uuka [paiisep Mentodexuypunr Joftanena I'm6X 6yJ10 3aMiHeHo Ta paHile BigoMe AK
[1paitzep MeHtodekuypunr Joianens I'M6X

Berpi6wrerTte $paitGypr

MycsBaabgans 1

79090 ®paii6ypr

Bunpas/ieHHA NOWTOBOrO iHAEKCY Ta HARMCAHHS aJIpeck RUPOGHUKA M¢aitaep Mentodpexuypunr Jolunens I'M6X He BIAMBaE Ha
Micue3sHaxoAKeHHst BUPOGHUYOl AiLHULI Ta He BIJINBAE HA BMicT BUpo6aUyoi inensii Ta cepTudikary HBII.

HokyMenT PoarafaeThCA i BAACKICTS Ta 6yB CTBOpeHUI A onepaniil GizHecy Ta Aas neperaasy NpayiBRUKAMKE Ta NpeACTaBHHKAMK PEryAsTOPHUX opraHis.
Posnosciomenun TpeTiM cTroponaM Ges fo3soay 3abopotero.

emaedcs060 tuenTudiraniiinuii Homep cneuundikauli: 126276581 iM'st LICRDE6P



MOANSEP MEHIOQEKYYPHHT 29-08-2024

_ JOMYJIEH TMBX . .

w Pfrer MYCBAJIbATIb 1 ‘bopnosaio:
' 79108 OPAMBYPT IM BPANCTAY SQL*LIMS cHcTeMHuii MeHeLKep
HIMEYYUHA Cropinka 53 6

Ceprudikar Bignoriauocri

KAAYET 5/10, TagieTKH, BKPUTi NJIIBKOBOIO 060JIOHKO0, 10 5 Mr/10 mr
Ne10x3 yvo6aicrepax

IMpusHayeHHA - YKpaiHa

MaTepian Ne: F000117842

Cepiss Ne: LK7542

JaTta BupoGHULTBA: 18/01/2024

Tepmin npuaaTHocTi: 01/01/2027

Buxiu: 960 yn.

[aTa BUNYCKY: 22/08/2024

Buxigni cepii: HR1497

Peecrpaniiiie nocsigueHnst Ne: UA/5635/01/02

HasBa giwyoi peuoBuHM: aMJioauIiny 6ecuar ta
aToOpBAaCTATHH KaJbLio

Tun ynakoBku: Gaictep

HasBwy, agpecu Ta HoMepH JliLeH3il 415 BCiX J4IIbHALL N0 BUPOBGHULITBY Ta KOHTPOJIIO SAIKOCTI JiKapChbKOro 3acody:
Maiizep Menropexuypunr Jotunensg 'm6X, Himewunna, Berpiéurrerre dpaiibypr, Myceaasaans 1, 79090 dpaiibypr,
HiMeuuuna; DE_BW_01_MIA_2023_0003

Mikpo6iosioriuna wucrora:

-3arasibHa KUIbKICTBL aepo6HMX MikpoopraHiamis (TAMC), Metog €Bp. ®apmM. 2.6.12, rpanui - He 6iabwe 103 KYO/r;
-3arasibHa KiIBKICT apixmkis/naicuasu (TYMC), metog Esp. Papm. 2.6.12, rpannui ~ He 6isbwie 10 2 KYO/r;
-cneyudivni mikpoopranismu, E.coli -~ meTog €Bp. Papm. 2.6.13, rpanuui ~ BigcyTHI/T.

Inentudikanis Turany giokcna: BUnpobyBaHHs TabseTox Bignosigae turtany giokcuay (E 171)
Le TecTyBaHHs He NPOBOLUTHLCA Ha KOXHIMH cepii; BignoBigae BuMoram npu TecrysaHHi, Akmo B cepTudikarti aHanisy He BKasaHi
pe3ynbLTaTH N0 JaHOMY TECTY, e 03HayaE, U0 TeCTyRaHHS He NPOBOAUIOCE,

CepruodikaT sikocTi

Opranam OXoporH 310poB’st YKpaiHu
TFAPAHTIRHUM JIUCT

A, To#i, XTo nifAnHcagca HKYe, yIoBHOBaXkeHa ocoba [daiizep Mentodexuypunr Joituneny 'M6X, Berpi6mTerTe ®palitypr,
Mycsanbaaib 1, 79090 dpaliypr (HimewuuHa), TifTBepAXKYI0, 110 AaHKH NPOAYKT 6yB BUTOTOBJEHUM A1 PHHKY YKpaiHH.

Mu rapaHTyeMo AKiCTb {bOT0 NPOAYKTY Ta T€, U0 BiH 6yB BUroTosJeHU BignoBigHo Jo npasun Hanexuol Bupo6uuyoi lipakTukn, B
pesyJsibTaTi Yoro 6yB BUNyLIeHHMI Bignosiguuit CepTudikar ananisy.

[Ium 3acBiguyto, Wo HaBeAeHa BHLe iHpopMaLis € ayTeHTUYHOKX Ta LocToBipHOW. Lis napTia npoagyKTy 6yJ1a BUTOTOBJIEHA,
BKJIIOYAIOYH CTA/lii NaKyBaHHsI/MapKyBaHHA Ta KOHTPOJIIO SKOCTI, Ha NpUBe/leHOMY BUlle BUPoOHULTBI (ax) B nosHill signosigHocTi
a0 sumor HBIT MicueBux peryaTopHux opranis Ta i3 cneuudikayisMu, 3apeecTpoBaHUMHM B KpaiHi NpusHadYeHHA. Bukopucrana
cy6cTanLig 6yJa BUroToBeHa y BignosigHocti o HBIL TexHoJsioriuHui npolec, npouec ynakoBKu Ta AOKyMeHTalid 3 TeCTyBaHHsA
Gy/iu BUBYCGHI Ta BU3HaHi TakuMy, 1o BignosigatoTs HBIT. Moxuiusi Hacnigky, Bigxunenns abo pos6ixHocTi 6ys10 norofxeHo.

Cepis 6ysna BUNyuleHa YIMOBHOBaXKeHO10 0cobolo.

Lieit cepTudikaT 6y/10 CTBOPEHO BaliJOBAHOIO CUCTEMOIO Ta BiH € AificHuM 6e3 py4HOoro nmianucy.

JIOKYMCHT PO3TAMAETLCS K BAACHICTH Ta BYB CTBOPEHHH JJis onepaliiil 6isHecy Ta Asd Neperas iy MpaliBHHKaMK Ta NPEACTABHUKAMY PELYAATOPHHX Opranis,
PosnoscrofkeHudA TpeTiM CTopoHaM Ges 03807y 3aGoPOHEHD,

emaedcs060 iAenTuqﬂKaqlﬁrmﬁ HoMep creundikauii: 126276581 . iM'a LICRDE6P




- : - NMHAN3EP MEHIOGEKYYPUHT 22-08-2024
AOHYJEH/] TMBX

w P ﬁl@f‘ MYCBAJIbJIATIb 1 Chopmosario:

j 79108 GPARBYPI' IM BPAICTAY SQL*LIMS cucTeMHUH MeHeKep

HIMEYYHHA Cropinka 6 3 6

loBHe iM's: /mamn; Xakain leapmy YnosHosasicena ocoba/
IMignuc: , ) /nionuc/
Jara Bunycky: 22.08.2024

HanucaHHsa agpecH Ta nowroBoro iHgexcy BUpo6Huka loaitzep Meutopekuypunr Joituwreng I'm6X 6ys10 3MiHeHo Ta paHilue Bigome sk
[Ipakizep MeHwdekuypuHr Jokunens 'm6X

Berpi6wrerre Opaii6ypr

Mycsanbgans 1

79090 PpaitGypr

BunpasJjieHHs MOWTOBOrO iHAEKCY Ta HalTMCaHHs agpecH BUpo6Huka [1daiizep MeHodexuypunr Joiiunens 'M6X He BlIMBaE Ha
MicluesHaxo/PKeHHA BUPOGHUYOI AIILHULI Ta He BIJIMBAE HAa BMICT BUpoGHKYOI JlitteH3ii Ta cepTudikaty HBIL

JloKyMenT poarasgactLes AK BAACKICTL Ta Gys cTBOpeHHUI 714 onepaliif Giznecy Ta 4A4 nepernsgy npauiBHHKAMY Ta NPEACTABHUKAMH PEIYIATOPHUX OpraHis,
Poznoscio/pkeHla TperiM cTopoHam 6e3 Jo38oay 3a6opoHeHo.

emaedcs060 izenTudirauliinuit HoMep cneundikauii: 126276581 im's LICRDEGP




Pﬁzer

PFIZER MANUFACTURING
DEUTSCHLAND GMBH
MOOSWALDALLEE 1

79108 FREIBURG IM BREISGAU
GERMANY

SQL*LIMS System Manager

22-AUG-2024
Generated By:

Page 1 of 7

CADUET 5/10 F(

Material No.:

F000117842

Certificate of Analysis

Destination: Ukraine

Batch No.: LK7542

Manufacturing Date: 18-JAN-2024

Expiry Date:01-JAN-2027
Analytical Procedure: 963300-01

Test ' Method

APPEARANCE

Result I 2.02

IDENTIFICATION AMLODIPINE
/ HPLC
Result A 1.072

IDENTIFICATION AMLODIPINE
/ oV

Result A 1.072

IDENTIFICATION
ATORVASTATIN / HPLC
Result A 1.072

IDENTIFICATION
ATORVASTATIN / UV

Limit Result
White, oval, film-coated conforms
tablets debossed with

"Pfizer" on one side and

product code "CDT" and

"051" on the other

Shows two major conforms
chromatographic peaks

with retention times

essentially similar to

amlodipine besylate and
atorvastatin calcium

reference standards

when chromatographed

sequentially.

Diode array shows UV conforms
spectra for the two major
chromatographic peaks

that are essentially

similar to those of

amlodipine besylate and
atorvastatin calcium

reference standards.

Shows two major conforms
chromatographic peaks

with retention times

essentially similar to

amlodipine besylate and
atorvastatin calcium

reference standards

when chromatographed

sequentially.

regulatory agencie

Node: emacdes06d

Speaificabion Name TD: 126276581
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PFIZER MANUFACTURING
DEUTSCHLAND GMBH
MOOSWALDALLEE 1

72108 FREIBURG IM BREISCAU
GERMANY

22~AUG-2024

Generated By:
SQL*LIMS System Manager
Page 2 of 7

Certificate of Analysis

CADUET 5/10 FCT 5/10MG 3X10 BLS UA

Material No.: F000117842

Destination: Ukraine

Batch No.: LK7542

Manufacturing Date: 18-JAN-2024 Expiry Date:01-JAN-2027
Analytical Procedure: 963300-01
Test Method Limit Result
Result A 1.072 Diode array shows UV conforms
spectra for the two major
chromatographic peaks
that are essentially
similar to those of
amlodipine besylate and
atorvastatin calcium
reference standards.
ASSAY
AMLODIPINE (HPLC)
Result A 1.071 4.75 - 5,25 mg/FCT  (95.0% 5.01
’ - 105.0%) (decl. 5 mg)
ASSAY
ATORVASTATIN (HPLC)
Result A 1.071 9.50 - 10.50 mg/FCT 10.15
(95.0% - 105.0%) (decl. 10
mng)
UNIFORMITY OF DOSAGE UNITS
AMLODIPINE
Result A 1.071 Conforms to current conforms
compendial reguirements
for both amlodipine and
atorvastatin (conforms to
Ph. Bur. 2.9.40)
Average A 1.071 - ‘ 99.6
Min, A 1.071 - ’ 96.4
Max . A 1.071 - 101.4
Stage A 1.071 - 1
Coefficient of Variation A 1.071 - 1.4
UNIFORMITY CF DOSAGE UNITS
ATORVASTATIN
Result A 1.071 Conforms to current conforms

compendial requirements
for both amlodipine and
atorvastatin {conforms to
Ph. Eur. 2.2.40)

red PROVERIETARY an ade a
ribution to third parties wit

Mode: amaedas(60

Spacification Name ID: 120278581

rations ami review by amployees and
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Tustvanse Nawme: LICRLRSH




PFIZER MANUFACTURING 22~BAUG-2024
) . . DEUTSCHLAND GMBH  Generated By:
; P ler MOOSWALDALLEE 1 © SQL*LIMS System Manager
D 79108 FREIBURG IM BREISGAU Page 3 of 7
GERMANY

Certificate of Analysis

CADUET 5/10 FCT 5/10MG 3X10 BLS UA

Destination: Ukraine

Material No.: F000117842 Batch No.: LK7542
Manufacturing Date: 18-JAN-2024 Expirvy Date:01-JAN-2027

Analytical Procedure: 963300-01
Test ' " "Method Limit ' Result
Average A 1.071 - 101.7
Min: , ' A 1.071 - 98.0
Max. A 1.071 - 104.1 .
Stage A 1.071 - 1
Coefficient of Variation A 1.071 oo ) 1.6

MOISTURE CONTENT .
Result W 1.0 : 6.0% maximum 2.7

DISSOLUTION AMLODIPINE :

Result D 30,98 The requirements are conforms
met . 1f the guantities of
active after 30 minutes
conform to the acceptance
table given below, where
0=75% for amlodipine. The
quantity @ is the amount
of active ingredient
dissolved expressed as
a percentage of label
claim. Stage: S1; Number
of Tests: 6; Acceptance
Criteria: Rach unit is not
less than Q + 5%. Stage:
$2; Number of Tests:

5; Acceptance Criteria:
Average of 12 units (81 +
32) 1is equal to or greater
than @, and no result is
less than Q - 15%

Average D 30.98 - 95
Min. 0 30.98 - 94
Max . D 30.98 - 95
Standard Deviation D 30.98 - 0.4

foand la made aval 1 review by emplovees and

ribution to third parties wit

Modo: emaades60 Specilication Name TD: 126270658 Tnstance Name: LICRDE




Pﬁzer

79108 FREIBURG IM BREISGAU

PEFIZER MANUFACTURING
DEUTSCHLAND GMBH
MOOSWALDALLEE 1

GERMANY

SQL*LIMS System Manager

22~-AUG~2024
. Generated By:

Page 4 of 7

CADUET 5/10 FCT 5/10MG 3X10 BLS UA

Material No.: F000117842

Destination: Ukraine

Batch No.: LK7542

Manufacturing Date: 18-JAN-2024 Expiry Date:01-JAN-2027
Analytical Procedure: 963300~01
Test Method Limit Result
Stage D 30.98 - 1
DISSOLUTION ATORVASTATIN .
Result D 30.98 The requirements are conforms
met if the quantities
of active after 30
minutes conform to the
acceptance table given
below, where Q=80% for
atorvastatin. The quantity
Q is the amount of active
ingredient dissolved
expressed as a percentage
of label claim. Stage:
$1; Number of Tests: 6;
Acceptance Criteria: Each
unit is not less than O
+ 5%. Stage: $2; Number
of Tests: 6; Acceptance
Criteria: Average of 12
units (81 + 82) is equal
to or greater than Q, and
no result is less than Q -
15%
Average D 30.98 - 95
Min. D 30.98 - 94
Max. D 30.98 - 97
Standard Deviation D 30.98 - l.2
Stage D 30.98 - 1
IMPURITIES /
DEGRADATION PRODUCTS
SPECIFIED (HPLC)
UK-55,410
Result A 1.073 0.3% maximum < 0.1

PD140728

Node: omaedes60

Specilicavion Name ID: 126276881

Trgtance Name: LICRDEGE
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Certificate of Analysis

CADUET 5/10 FCT 5/10MG 3X10 BLS UA

Destination: Ukraine

Material No.: F000117842 Batch No.: LK7542

Manufacturing Date: 18-JAN-2024 Expiry Date:01-JAN-2027
Analytical Procedure: 963300-01

Test Method Limit Result

Result A 1.073 0.3% maximunm < 0.1

PD153824

Result A 1.073 0.3% maximum < 0.1

PD13069%4

Result A 1.073 0.3% maximum < 0.1

PD148996

Result A 1.073 0.3% maximum < 0.1

PD139884 / PD143857

Result A 1.073 0.3% maxilmum < 0.1

UNSPECIFIED (HPLC)

Result A 1.073 0.2% maximum each < 0.1

TOTAL DEGRADATION PRODUCTS

(HPLC)

Result A 1.073 1.5% maximum < 0.1

The Certificate of Analysis was created by a validated system upon Head of Quality

Control approval and is valid without signature.

The spelling and ZIP code of the manufacturer Pfizer Manufacturing Deutschland GmbH
was changed and formerly known as

Pfizer Manufacturing Deutschland GmbH

Betriebsstaette Freiburg

Mooswaldallee 1

79090 Freiburg

The correction of the ZIP code and spelling of the address of the manufacturer
Pfizer Manufacturing Deutschland GmbH does not affect the localization of the
manufacturing site or have any implications on the content of the manufacturing

authorization and GMP certificate.

Docu in considered PROPRIETARY and i operations and review by employses and
regula agencies, Distribucion to thirxd p ts prohibited.

tlode: omaedosiel Spaci fication Namae ID: 126278583 Testance Namoe: LICRDREGD
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Certificate of Compliance

CADUET 5/10 FCT 5/10MG 3X10 BLS UA

Destination; Ukraine

Material No.: F000117842

Batch No.: LK7542

Manufacturing Date: 18-JAN-2024

Expiry Date: 01-JAN-2027

Yield: _ 960 EA

Date of Release: 22-AUG-2024

Source Lots: HR1497

Registration No.: UA/5635/01/02

APl Name: Amlodipine Besylate and Atorvastatin Calcium
Package Type: Blister

Name, address and number of manufacturing authorization licenses of all manufacturing and quality control sites:

Pfizer Manufacturing Deutschland GmbH, Germany, Betriebsstatte Freiburg, Mooswaldallee 1, 79080 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 102 CFU/ g;
specified microorganismen, absence of E. coli (1 g), method: Ph. Eur. 2.6.13, limit: conforms.

Titanium Dioxide Identification: Tablets test postive for titanium dioxide (E 171)

This testing is 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

I, the undersigned, qualified person for the Pfizer Manufacturing Deutschland GmbH,Betriebsstétte Freiburg,
Mooswaldallee 1, 79090 Freiburg (Germany) confirm that this product was manufactured for the Ukrainian market.

We guaranteé the quality of this product was manufactured according to the rules of Good Manufacturing Practice
and the appropriate Certificate of Analysis was issued.

i raview by empioyees and

Node: emaedos(60 . Speeiflcation Name ID: 1262765810 Tnstancae Namo: LICRIEGP
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[ 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 Authorization(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.

This':ceﬁiﬂcate was created by a validated syétem and is valid without manual signatuvre. .

AR Jacqueline Schwarz
FullName: .~ " Qualified Person
Signature: \Wiw

H
Date of Issue: : 72, A, 2024

The spelling and ZIP code of the manufacturer Pfizer Manufacturing Deutschland GmbH was changed and
formerly known as '

Pfizer Manufacturing Deutschland GmbH

Betriebsstastte Freiburg

Mooswaldaliee 1

79090 Freiburg

The correction of the ZIP code and spelling of the address of the manufacturer Pfizer Manufacturing Deutschland
GmbH does not affect the localization of the manufacturing site or have any implications on the content of the
manufacturing authorization and GMP certificate.

o veview by smplogess and

ited.

Hode: cmaedess060 Instance Nawe: LICRDUGH




