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USP Zdrowie Ceprudpikar sikoct Ne 040000036871

Certificate of quality #04000003687 1

NokasHKuK MeTon KOHTPOMO Bumorn cneundikauii Pesynetatih
KOHTPOMNI0
Parameter Method of control Requirements of specification The resuilts of
control
laeHTUDikaLinA n.3 MKA - Y®: BignosiagHicrs YO- Bianosinac
BEXX/Y® MeTopn BupobHuKa | cnekTpiB NOrNUHAHHA
BunpobysaHoro Ta
CTAHAAPTHOrO PO3Y4MHIB.
— BEPX: BignosigHicte Yyacy Bianosinae
YTpMMyBaHHA NikiB
i6ynpoceHy Ha xpomarorpami
sunpobysaHoro va
CTaHAapPTHOrO PO3YMHIB.
Identification p-3 MQC - UV: compliance of UV spectra Complies
HPLC f UV Manufacturer's from tested sample with
method reference sample
- HPLC: compliance of main
peak location from tested Complies
sample with reference sample.
The RT of ibuprofen peaks in the
chromatogram of the test
sample solution coincides with
the RT of the standard solution.
Bona n.4 MK#A He Ginbwe 5,0 % 2,3%
€ap. ®apm. 2.5.12
meroan K. ®iwepa
Water p.4 MQC Not more than 5,0 % 23%
EuPh.25.12
K. Fisher method
Kinbkiche n.5 MKA 190 = 210 mr 200 mr
BU3HAYEHHA Meron BUpOGHUKa (200 mrt5%)
BEPX a6o 95,0-105,0% 100,0%
n.8 MKA
Meton eupo6HuKa
BEPX 3 Y®-
NeTEeKTYBAHHAM
Assay p.5 MQC 180 - 210 mg 200 mg
Manufacturer's (200 mgx5%)
method 95,0-105,0% 100,0%
HPLC or
p.8 MQC
Manufacturer's
method
HPLC with UV
detection
PO3YMHEHHA n.6 MKA He mexwe 80% (Q) sia {S1)cep=100%
€8p. Papm.2.9.3 3aABNeHOT KinbKocTi miH = 97 %
iBynpodheny 3a 60 x8 mak = 103%
Dissolution p.6 MQC Not less than 80 (Q)% of the (S 1) mid = 100 %
Eu.Ph. 293 declared amount of Ibuprofen in min = 97 %
60 min wmax = 103%

US Pharmacia Sp. z 0.0 f
ul. Ziebicka 40, 50-507 Wroclaw, Poland /|
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USP Zdrowie

CepTudpikar sikocti Ne 040000036871
Certificate of quality #040000036871

Mokasmuk

MeTon KOHTpONK Bumoru cneuundcpikauii Peaynstartu
KOHTPONIO
Parameter Method of control Requirements of specification The resuits of
control
CynyTHi gomiwku n.7 MKA
1) (2RS) -2- (4- Bpur. ®apm. 1) ne Ginwiwe 0,3% sigHocHo <MKO 0,03 %
ByTindexin) BEPX a6o ibynpodeny
nponioHOBOT KKCNOTH n.8 MKA
2) okpemoi Hesipomoi | MeTtop enpoBHuka 2) ne binuwe 0,3% sigHocHo < MKO 0,03 %
NOMiLIKK BEPX 3 Y- iBynpodeny
3) cyma HeBifoOMMX AETeKTYBaHHAM 3) He Ginbwe 0,7% BigHocHO <NKO 0,03 %
lnomiwok ibynpodeny
4) cyma nomiok 4) He Ginbue 1,0% sigHocHO <MKO 0,03 %
ibynpodeny
Related substances p.7 MQC
1. (2RS)-2-(4- BP, HPLC or 1) not mare than 0,3% wrt < LOQ 0,03 %
butylphenyl) propionic p.8 MQC Ibuprofen content
acid Manufacturer's
2. Single unidentified method 2) not more than 0,3% wrt < LOQ 0,03 %
impurity HPLC with UV Ibuprofen content
3. Sum of unidentified detection 3) not more than 0,7% wrt <L0Q 0,03 %
impurities ibuprofen content
4. Sum of impurities 4) not more than 1,0% wrt <LOQ 0,03 %
— Ibuprofen content
*Mikpob6ionoriuna n.9 MK#A 1. 3aranbHa KinbKicTs aepobHux <100 KYOIr
4yucroTa €sp. Papm. mikpooprauiamis (TAMC): S 10°
2.6.12 KYO/fr <100 KYO/r
2.6.13 2. 3arankLHa KinbKicTL
5.1.4 nnicesesux i ApihxaxoBux rpubie sigcyvHi B 11
(TYMC): S 10°KYO/Ir
3. Escherichia coli: sigcyTHi B 1r
*Microbiological quality p.9 MQC 1. Total aerobic microbial count <100 CFU/g
Eu.Ph. (TAMC): < 10° CFU/g
2612 2. Total combined yeast and maolds <100 CFU/g
26.13 count (TYMC):
5.1.4 £ 102 CFU/g
3. Escherichia coli: absentin 1 g absentin1g |
**|neHTudpikaLin n.10 MKA MNoauTusHa peakuin He
TUTaHY Aiokcuay Metoqn BupoGHMKa NpoBOAMTLCA
**Identification of p.10 MQC Positive reaction not applicable
titanium dioxide Manufacturer's
method

US Pharmacia Sp. z 0.0
ul. Ziebicka 40, 50-507 Wroclaw, Pal
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USF cdrawie Ceprudikar sxocti Ne 040000036871 -
Certificate of quality #040000036871
Ne | Mokasuuk MeTon koHTpono Bumoru cneyndikauii Peaynerat
KOHTPON
Parameter Method of control Requirements of specification The results of
control
10 | OgHopiaHicTL n.11 MKA Ons 10 tabnerok: Bianosinac
Ao30BaHWX oanHWUEL | MeTog BupobHuka AVsL1=150
[pyHTYETLCA Ha €sp. Papm. 2.9.40 Ans 30 vabneTok:
MeToAuLL AV £ L1 amicT %oaHoi 3
BU3HAYEHHA TaGneToK He NOBMHHO ByTH
oaHopiaHocTi BMicTy meHwe (1-L2 = 0,01) M abo
Binbwe (1 + L2 x 0,01) M;
L1=150iL2=250
Uniformity of dosage p.11 MQC For 10 tablets: Complies
units based on content Manufacturer's AVsL1=15,0
uniformity method For 30 tablets:
Eu.Ph. 2.9.40 AV=L1 and content in none tablet is
lawer than {1 - L2 x 0,01)M and is
not higher than (1 + L2 x 0,01)M;
L1=15,0 and L2=25,0

* KOHTpONIOKOTL Neplukx N'ATL cepiil, a NoTiM Ha KOXKHIA AeCATIH cepii roToBOro NPOAYKTY
* Control of the first five batches, and then every tenth batch of the finished product

**TecT He PYTHMHHWA. TeCT NPOBOAMTLCA Ha nepwux 3-x cepiax npoaykry | B pa3i cyMmHiBy B
igeHTucpikauii 6apsHuka

** Test not carried out routinely. Tested in the first 3 batches of product and in other cases when any doubt
regarding colorant identification exists.

Hanum A nigTeepaxyio, WO LA NapTia € BiANoBiAHO! 3aTBepaXeHOT cneyndikauji.
| herewith certify that this batch complies with approved specification.

MpeacrasHuk Kepisnvka xowtponio axocti / YnosHoeameHoi ocobu: Monika Bialas
Under the authority of the Head of QC/Qualified Person: Monika Bialas

Mianuc: Uy [Oara nianucannsn: 2m
Signature: { }(r] r} Date of signature: 12 07.
NEYATKA w

STAMP

US PHARMACIA Sp. z ::.o.
1. Ziebicka 40, 50-507 Wroctaw
Npte#-m-n-m&w;m 1213010

US Pharmacia Sp.z 0.0
ul. Ziebicka 40, 50-507 Wroclaw, Poland 45
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USP Zdrowie CepTudikar sikocTi Ne 040000036871

Certificate of quality #04000003687 1

Lum A 3aceiguylo, o HaseaeHa Bule iH(opMauin € gocTosipHorw Ta Tounow. Lo cepito npoayxuii 6yno
BUPOGNEHD, BKIOMAOYM NaKyBaHHA/MapKyBaHHA Ta MNPOBEAEHO KOHTPONL il AKOCT Ha BULLE3A3HAMEHIW
AlnbHuy y noBHIKA BlAnoBiaHocT 3 BMMoramu GMP, BCTaHOBNEHUMM MICLEBUM PETYNATOPHUM OPraHoM, 2 TAKOX
signosigHo Ao cneuwdbikauiih, wo MICTATLCA y peecTpauiiHoMy Oocbe Kpaiwu iMnopTepa. TpoTokonn
B8upoBHMUTEA, NaKyBaHHA Ta aHanisie 6yno nepernAHyTo Ta BCTaHOBNEHO BignosigHicTs GMP

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country. The batch processing, packaging and analysis records
were reviewed and found to be in compliance with GMP.

Mocapa Ta npizsuiye ocobu, sika BUAAC A03BIN HA BUNYCK cepil:
Position and name of the person authorizing the batch release:

YnosHosaxeHa ocoba: Dorota Glusifiska-Wawrzynow
Qualified Person: Dorola Glusifiska-Wawrzynow

Nianuc: S ‘ Aara nianucanHn: yiira]
Signatura:‘ﬂ | ,rl.u\v\,‘.f_{%f_*_’ Weaw N\%“‘;&JV“J‘ ___ Date of signature: 12 07.

NEYATKA
STAMF

US PHARMACIA Sp. z 0.0.
ul, Zigbicka 40, 50-507 Wroctaw
NIP; 899-14-32-896; Regon: 011213010
(A8)

US Phammacia Sp. z 0.0
ul. Ziebicka 40, 50-507 Wroc'aw, Poland 5/%




JEPXJIIKCITYKBA
TEPKABHA CJIYKBA 3 JIKAPCBbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBKIN OBJIACTI

npocnekt Banepis Jlo6aHoBCbKOrO, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https:/www.dls.gov.ua, Kop €JIPTIOY 37078774

BHUCHOBOK
npo sIKiCTh BBE3eHOT0 B YKpaiHy JiKapchbKOro 3acoly

07.10.2021 Ne 57963/21/10

IBYIITPOM
(HaliMeHyBaHHA NiKapchKoTo 3ac00y 3rilIHO 3 peecTpauifHuM MOCBiAYEHHAM)
TabaeTku, BKpUTI 06010HK010, 0 200 Mr, o 10 Tadxerox B GuicTepi; mo 1 Ouicrepy B
KapTOHHIil KopoOui
(tbopma BHMycKy, N03YBAHHS, BH NakyBaHHA nikapcekoro sacoby)

Homep peecrpauiiinoro nocsimuenns UA/6045/01/01 crpox nii peectpauiiisoro nocsixuenns 01.01.2099
Cepis nixapcskoro 3aco6y Ne U2109211 - Kinbkicts BBe3eHoro mikapebkoro sacoby 18000

BupoGHHK TOB I0C ®apmariis, [Tonsina

(HaliMeHyBaHHs BEPOGHHMKA JiKapehkoro 3acoly, KpaiHa oXoKeHHs)

BaeseHo B Vkpainy Topapucrso 3 omexenoio signosinansuicrio "IEJBTA
MEIJIKEJI", inenT, kon: 39448817

(naiiMeHyBanHs Ta koz 3a EJIPTIOY ropuanaHoi ocobu afo npissuule, imM's, no GarskoBi QiznuHOl
oco6u - mianpuemus, il Miclie MPOXKHBAHHA Ta peecTpauiiHui HoMep 0OMIKOBOT KAPTKH MIATHHKA
nozatkie abo cepis Ta HOMep nacnopTa)

Tpotokon BisyansHoro kontpoumo Bix 05.10.2021 Ne 3483/2.

3a  pesyibTAaTAMH [EPKABHOrO KOHTPOMIO BCTAaHOBJEHO, IO JiKapchkui 3aciG BBeseHO B YKpaiHy 3

,ElOTle\;_@,Hﬂﬁlh@mor 3aKOHOHABCTBA 11010 3a0e3neyeHH }p:oc:ri nikapcekux 3acobis.
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JIEPYKJIIKCITYKBA
AEPIKABHA CJIVIKBA 3 JTIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU YV KHIBCBKIM OBJIACTI

npocnekT Banepis Jlo6anoscbkoro, 51, m. Kuis, 03110, ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK

Npo SIKICTH BBE3€HOr0 B YKpainy Jiikapeskoro 3acoby
19.11.2021

Ne 67668/21/1011
IBYIIPOM

(HaliMenyBaHHs JTikapcbkoro 3acoy 3rifHO 3 peecTpauifHHM MoCBiAUeHHAM)
TabJIeTKH, BKPHTI 060/10HK010, 10 200 Mr, 0 10 TabeTok B Ouicrepi; o 1 Gaicrepy B
KAPTOHHI# Kopo6ui

(dopma sunmycky, nosyeanns, BUI NaKyBaHHA JiKapcbKoro 3acoby)

Howmep peectpaniifiioro nocsimuenns UA/6045/01/01 crpox aii peectpauiitnoro noceimuenns 01.01.2099

Cepia nixapebkoro saco6y Ne U2109211

KinbkicTs BBe3etOro sixapepkoro sacoby 29880
Bupobuuk

TOB IOC ®apmanis, Ionsma

(HafivenyBanns BUPOGHMKa NiKapCHKOro 3aco0y, kpalHa MOXokeHH:)
Bseseno B Vkpainy

Tosapucrso 3 00MekeHO0I0 BiXNOBIAANLHICTIO "NEJBTA
MEIIKEJI", igent. kox: 39448817

(nalivenyBanus Ta kox 3a €JIPIIOY topunyHoT ocobu abo npissuiue, im's, o Garekosi (isnyrol

ocoGu - mianpuemit, i Micue npoxuBannsg Ta peecTpalifHuA Homep 06MiKoBOT KapTkM nnaTHUKa
nozaris ao cepis Ta Homep nacropra)

[porokon eisyansmoro koutposmo six 12.11.2021 N 4109/1.

3a Pe3yJbTaTaMH JEp:KaBHOTIO KOHTPOIIO  BCTAHOBJIEHO,

mo JyikapcekHif 3aci® BBeseHo B Yxpainy 3
AOTPHMAHHAM BUMOT 3aKOHONABCTRA MO0 3a6e3ne et AKOCT] JiKapChKHX 3acoBiB,
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USP Zdrowie

Ceptudpikar sikocti Ne 040000036871
Certificate of quality #04000003687 1

HanmeHyBaHHA Nnpoaykuii:

IBYMPOM, rabnerxu, sxputi obononkoo, no 200 mr

Name of product:

Ibuprom®, 200 mg, coated tablets

Nepxasa-supoBHUK:

Registration certificate number:

Nonbuwia
Manufacturing Country: Poland
Homep peecTpauifnHoro NocBigYeHHA: UA/6045/01/01

Cuna piilakTuBHIiCTb:

1 rabnevka micturb: ibynpodeny 200 mr

Strength/Potency

1 tablet contents: ibuprofen 200 mg

Nikapceka cdopma:

vabnerkn, skputi oGonowkoio, no 200 mr

Dosage form:

coated tablets, 200 mg

Poamip Ta TN nakysBaHHA:

no 10 Ta6nerok & Gaicrepi, no 1 Gaicrepy B KapTOHHIA ynakosui

Package size and type:

10 tablets in blister, 1 blister in carton package

Homep cepii:

Batch number; u2109211

Poamip cepii:

Batch size: 105 530 ynakosox / packs
Oata supoGuuuTBa:

Date of Manufacturing: 24.05.2021

Aata 3aKiH4eHHA TepMiHy

NPURATHOCTI: 30.04.2024

Expiry date:

HaimeHyBaHHA, MICUE3HAXOMKEHHRA,
HoMepw niueHsin Ta
cepTudpikaTtu signoeigHocri GMP Beix

AiNbHKWUL 2 BUpOOHUUTBEE Ta
KOHTPOIMIO AKOCTI:

TOB KC ®apmauin,

syn. 3em6uuxa 40, 50-507 Bpoynas,

Monbwa

HOoMep NiueH3ii: 041/0099/15

ceptudikar signosiarocTi GMP: IWZJ.405.79.2018.ER.1

Name,

address,

license number and

certificate of GMP Compliance
of all manufacturing and quality control
sites:

US Pharmacia Sp. z 0.0.,

ul. Ziebicka 40, 50-507 Wroclaw, Poland

license number: 041/0098/15

certificate of GMP Compliance: 1wz).405.79.2018.ER.1

Ne NoxaaHunK MeTop KOHTPONK Bumoru cneuucpikauii PeaynbTatu
KOHTPONIO
Parameter Method of caontrol Requirements of specification The results of
control
1 Onuc n.1 MKA Kpyrni nsoAkosunyksti Bignoeigae
BiayanewHo TabneTku, BKPKTI UYKPOBOKO
oBonoHkow Binoro KonbLopy
Appearance p.1 MQC Round, biconvex, white sugar Complies
Visual assessment coated tablet
2 | CepepnHxn maca n.2 MKA 475-525 mr (500 mr £ 5 %) 496 mr
Average mass p.2 MQC 475 - 525 mg (500 mg = 5%) 496 mg

US Pharmacia Sp. 2 0.0
ul. Ziebicka 40, 50-507 Wr

and AJIH .
EPTHOIKATIR | %




JEPXJIIKCITYXBA
JAEPKABHA CJIYKBA 3 JJIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKINA OBJIACTI

npocrekt Banepis Jlo6anoscekoro, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https:// www.dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
NP0 SIKICTh BBE3€HOr0 B YKpPAiHy JIKapChbKOro 3aco0y
12.10.2022 . Ne 41653/22/10
IBYIIPOM

(HaliMeHyBaHHs JIIKAPCHKOTO 3ac00y 3TiZHO 3 PEECTPALIIHHUM MOCBIAYEHHAM)
TabJIeTKM, BKPUTi 000 10HKO010, TI0 200 Mr, mo 10 TadaeTok B 6aicTepi; mo 1 6aicrepy B
KAapPTOHHIH KopoOui

(dopma BHITyCKY, HO3YBaHHS, BH] MTaKyBaHHS JIiKapChKOTO 3ac00y)
Howmep peecrpauiitnoro nocsiguenns UA/6045/01/01 crpox mii peectpauiitnoro nocsiguenns 01.01.2099
Cepis nikapcrkoro 3acoby Ne U2209811 KinbkicTs BBe3eHOTro Jikapcskoro 3acoby 16560

Bupo6HuK TOB IOC dapmaris, [oasia

(HaliMeHyBaHHs BUPOOHHKA JIIKapCHKOro 3aco0y, KpaiHa I0X0KeHHs)

Baeseno B Vipainy TosapucTBo 3 ooMexeHor BinnosinaabuicTio ""JEJbTA
MEIIKEJI", inent. kon: 39448817

(natimenyBanus Ta ko 3a €JIPTIOY ropuanuHoi ocobu abo mpi3suiLe, iM'a, 10 6aThKOBI
biznuHoi 0co6M - mignpueMus, ii Miclie POKHBAHHS Ta PeECTpalliitHui HoMep 061iKoBOT
KapPTKH [UIATHAKA MT0/IaTKIB ab0 cepis Ta HOMEP MacrnopTa)

IpoToxoax BizyansHoro koutposio Bix 12.10.2022 Ne 2560/5.

3a pe3ynpTaTaMH JIEPKABHOIO KOHTPOJIO BCTAHOBICHO, IO JIKapchbKui 3aci0 BBe3eHO B YKpaiHy 3

JOTPUMAHHSAM BHMOT 3aKOHOAABCTBA 100 3a0€3MeYeHHs SKOCTI JIKapChKUX 3aC00iB.
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USP Zdrowie

Ceprudikar sakocti Ne 040000040557
Certificate of quality #040000040557

HaWmenyBaHHA NpoayKuii:

IBYMPOM, Tabnerku, Bkputi o6onoHKow, no 200 mr

Name of product:

Ibuprom®, 200 mg, coated tablets

HepxaBa-BUpobHUK:

Registration certificate number:;

Monbuia
Manufacturing Country: Poland
Homep peeccTpauinHoro NOCBigYEHHA: UA/6045/01/01

Cuna Afi/akTuBHICTb:

1 Tabnerka micrute: iynpodeny 200 mr

Strength/Potency

1 tablet contents: ibuprofen 200 mg

Nixapcbka ¢popma:

tabnerun, skpuri 060n0HKOW, NO 200 mr

Dosage form:

coated tablets, 200 mg

Poamip Ta TUN NaKyBaHHA:

no 10 Tabnetok B Gaicrepi, no 1 Gaicrepy B KAPTOHHIK ynarkosuyi

Package size and type:

10 tablets in blister, 1 blister in carton package

Homep cepil:

Batch number: U2209811
Poamip cepli:
Batch size: 117.320 ynakosox / packs

fara supoGHuuTBa:

Date of Manufacturing: 16.05.2022
Oava 3aKkiHYeHHA Tepminy

npUAaTHoOCTI: 30.04.2025
Expiry date:

HanmeHyBaHHA, MICUE3HAXOMKEHHRA,
HOMEepU niueHsin ra

ceprudpikatv BignosigHocti GMP Beix
AinbHWUL 3 BUpobGHuuTea Ta
KOHTPONIO RKOCTI!

TOB KOC dapmauyin,

Byn. 3embuuka 40, 50-507 Bpounas,

Monbuja

Homep niuensii: WTC/0099_01_01/101

ceprudpikar signosinHocti GMP: IWSF.405.26.2021.1P.1

Name,

address,

license number and

certificate of GMP Compliance
of all manufacturing and quality control
sites:

US Pharmacia Sp. z o.0.,

ul. Ziebicka 40, 50-507 Wroclaw, Poland

license number; WTC/0099_01_01/101

certificate of GMP Compliance: IWSF.405.26.2021.IP.1

Ne TMoKasHUK MeToa KOHTPOSMO Bumoru cneundpikauii Pesynbratu
KOHTPOIKO
Parameter Method of control Requirements of specification The results of
control
1 | Onuc n.1 MKA Kpyrni gBosikosunykni Binnosinae
BiayanbHo Tabnevku, BKpUTI UYKPOBOKD
oBonoxkow Ginoro konbopy
Appearance p.1 MQC Round, biconvex, white sugar Complies
Visual assessment coated tablet
2 | Cepeghnsa maca n.2 MKA 475-525 mr (500 mr £ 5 %) 497 wmr
Average mass p.2 MQC 475 - 525 mg (500 mg = 5%) 497 mg

US Pharmacia Sp. z 0.0
ul. Ziebicka 40, 50-507 Wroclaw, Poland

10 06 2012
Nara Ta nignne/ Date and Sgé : urt;
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uSk cdrown Ceprudpiar sikocTi Ne 040000040557
Certificate of quality #040000040557
Ne | NokasHuk MeTtop koHTponio Bumoru cneuundikauii Peaynbraru
KOHTPOKO
Parameter Method of control Requirements of specification The results of
control
10 | OgHopiaHicTL n.11 MKA Ons 10 rabnetok: Bianosipac
Ao3oBaHuxX oauHnus | Metopn BUpOOHUKaA AVsL1=150
I'pyHTy€ETLCA Ha €Bp. ®apm. 2.9.40 Onna 30 rabnerok:
Metopuui AV S L1 i BMicT X0OAHOT 3
BU3HAYEHHs TabneTok He NOBUHHO ByTH
oaHopiaHocTi BmicTy meHwe (1 -L2 x 0,01) M abo
Ginbwe (1 +12x0,01) M;
L1=150iL2=25,0
Uniformity of dosage p.11 MQC For 10 tablets: Complies
units based on content Manufacturer's AVsL1=15,0
uniformity method For 30 tablets:
Eu.Ph. 2.9.40 AVsL1 and content in none tablet is
lower than (1 -~ L2 x 0,01)M and is
not higher than (1 + L2 x 0,01)M;
L1=15,0 and L2=25,0

* KOHTPOMIOIOTL NEPWUX N'ATbL Cepiit, a NOTIM Ha KOXHIN AecATIN cepii roToBOro NPOAYKTY
* Control of the first five batches, and then every tenth batch of the finished product

**TecT He PYTMHHWIA. TeCT NPOBOAWUTLCA HAa nepwnx 3-x CepiAax NpoaykTy i 8 pasi cymHisy B
ineHTU(iKkauil 6apBHUKa

*+ Test not carried out routinely. Tested in the first 3 batches of product and in other cases when any doubt
regarding colorant identification exists.

Danum 5 NIATBEPAXYO, WO UA NapTia € BianoBiaHO! 3aTeepakeHoT cneuudikauii.
{ herewith certify that this batch complies with approved specification.

MpeacraBuuk KepisHuka koHTponio sikocTi / YnoBroBaxeHo! ocobu: Monika Bialas
Under the authority of the Head of QC/Qualified Person: Monika Biatas

Mignuc: T - Hara nianucanHn:

Signature: @l{{ Date of signature: 1 U. 6. 2__0.22
NEYATKA

bl US PHARMACIA Sp. z 0.0.

ul. Ziebicka 40, 50-507 Wroctaw
NIP: 899-14-32-894; Regon: 011213010
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USP Zdrowie Ceprucpixar skocti Ne 040000040557

Certificate of quality #040000040557

Uum 5 3acsinyylo, wo HaeegeHa suue idpopmauin € gocrosipHolo Ya TouHow. L cepito npoaykuli 6yno
BUPOGNEHs, BKIIOYAIOYM NAKYBaHHA/MapKyBaHHA T3 NPOBEASHO KOHTPONb ii AKOCTI Ha Bule3a3HaueHid
AlnbHUL y noBHIRA BignosigHocTi 3 BuMoramu GMP, BCTaHOBNEHWMY MICLIEBUM PEIYNATOPHWM OPraHOM, a TAKOX
signosinHo o cneuudikauiit, WO MICTATLCA Yy peccTpauitHoMy [ocbe Kpainw imnoprepa. [poToxonu
BUPOBHULTBA, NaKyBaHHA Ta aHaniais Byno nepernaHyTo Ta BCTaHOBNEHO sianosigHicTs GMP

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country. The batch processing, packaging and analysis records
were reviewed and found to be in compliance with GMP.

Nocapa Ta npissuwe ocobu, Aka BUAAE AO3BIN Ha BUNYCK cepii:
Position and name of the person authorizing the batch release:

YnoeuosaxeHa ocoba: Monika Bialas
Qualified Person: Monika Bialas

nianuc: ( 4 N Oava nignucanus: |, - .
Signature: SH fH Date of signature: SY. 96 12\7'(*(/
NEYATKA w

STAMP

" THARMACIA Sp. z 0.0.
", “iabicka 40, 50-507 Wroctaw
£ 459-14-32-896; Regon: 011213010
{48)

US Pharmacia Sp. z 0.0 iy o
ul. Ziebicka 40, 50-507 Wroclaw, Poland 85 Lilsi
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USF dirowe Ceprudikat sikocTi Ne 040000040557
Certificate of quality #040000040557
Ne MoxkasHuk Mervog koOHTpOsIIO Bumoru cneuymdpikayit Peaynbratn
KOHTpONIo
Parameter Method of control Requirements of specification The results of
control
3 | lnenTudixauin n.3 MKA - Y®: Bignosigkicte Y®- Bignosigae
BEXX/Y® MeTton Bupo6HMKa | cNexTpiBs NOrNUHAHHA
BunpobByBaHoro Ta
CTaHAapTHOro po3uuHie.
- BEPX: BignosigHicTb yacy Bianosigae
YTPUMYBaHHS nikis
iBynpodeny Ha xpomarorpami
sunpobyBaHoro Ta
CTaHQAPTHOroO PO34UHIB.
Identification p.3 MQC - UV: compliance of UV spectra Complies
HPLC/ UV Manufacturer's from tested sample with
method reference sample
- HPLC: compliance of main
peak location from tested Complies
sample with reference sample.
The RT of ibuprofen peaks in the
chromatogram of the test
sample solution coincides with
the RT of the standard solution.
4 | Bopga n.4 MKA He 6Ginbwe 5,0 % 20%
€sp. Papm. 2.5.12
metoq K. Qiwepa
Water p.4 MQC Not more than 5,0 % 20%
Eu.Ph. 2.5.12
K. Fisher method
5 | Kinbkiche n.5 MKA 190 - 210 mr 203 mr
BU3HAYEHHRA Meron BupoGHuka {200 mrt5%)
BEPX a6o 95,0-105,0% 101,0%
n.8 MKR
Mervon BupobHuka
BEPX 3 Y®-
ACTEKTYBaAHHAM
Assay p.5MQC 190 - 210 mg 203 mg
Manufacturer's (200 mgt5%)
method 95,0-105,0% 101,0%
HPLC or
p.8 MQC
Manufacturer's
method
HPLC with UV
detection
6 | PosuuHeHHs n.6 MK# He meHwe 80% (Q) sia (S 1) cep=97%
€Bp. ®apm.2.9.3 3aABNEHOT KINbLKOCTI MiH=93 %
iGynpodeny 3a 60 xs mak = 100%
Dissolution p.6 MQC Not less than 80 (Q)% of the (S 1) mid =87 %
Eu.Ph.2.9.3 declared amount of lbuprofen in min = 83 %
60 min max = 100%

US Pharmacia Sp. z 0.0

ul. Ziebicka 40, 50-507 Wroclaw, Poland
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USP Zdrowte Ceprudikar sixocti N2 040000040557
Certificate of quality #040000040557
Ne Mokasuuk Mevon koHTponio Bumoru cneuucixauii Peaynbraru
KOHTPOMIO
Parameter Method of control Requirements of specification The resuits of
v control
7 |CynyTHi gomiwku n.7 MK#A
1) (2RS} -2- (4- Bpur. ®apm. 1) ne Ginbwe 0,3% BigHocHo <MKO 0,03 %
Byrindenin) BEPX abo iBynpodeny
nNponioHOBOI KUCNOTH n.8 MKA
2) okpemoi HeBifomol | MeTon BupobHuka 2) He Binbiwe 0,3% BianocHO 0,03%
OMILIKM BEPX 3 Y®- ibynpodpeny
3] cyma HeBiaoMUX AETEKTYBaHHAM 3) He Ginble 0,7% BiaHocHo 0,03 %
OMIWOK ibynpodeny
4) cyma foMitLoK 4) He 6inbuwe 1,0% sigHocHo 0,03 %
iBynpodcheHy
Related substances p.7 MQC
1. (2RS8)-2-(4- BP, HPLC or 1) not more than 0,3% wrt <LOQ 0,03 %
butylphenyl) propionic p.8 MQC Ibuprofen content
acid Manufacturer's
2. Single unidentified method 2) not more than 0,3% wrt 0,03 %
impurity HPLC with UV Ibuprofen content
3. Sum of unidentified detection 3) not more than 0,7% wrt 0,03 %
impurities Ibuprofen content
4. Sum of impurities 4) not more than 1,0% wrt 0,03 %
Ibuprofen content
8 | *Mikpo6ionoriuna n.9 MKA 1. 3aranHa KinbKicTb aepobHUX
queToTa €Bp. Papm. mikpoopraHiamis {TAMC): S 10° He
2.6.12 KYOIr NPOBOAKTLCA
2.6.13 2. 3aranbHa KinbkKicTb
51.4 nniceHesux i apbkpkoBUX rpubis He
(TYMC): S 10°KYO/r NPOBOAUTHLCS
3. Escherichia coli: BiacyTi B 11
Fe
NPOBOAUTLCA
*Microbiological quality p.9 MQC 1. Total aerobic microbial count not applicable
Eu.Ph, {TAMC): < 10° CFU/g
26.12 2. Total combined yeast and molds | not applicable
2.6.13 count (TYMC):
51.4 <10% CFU/g
3. Escherichia coli: absentin 1 g not applicable
9 | “inenTudikauin .10 MKH MoauTusHa peakuls He
TUTaHY Aiokeuay MeTon BupoGHuKa NPOBOAUTLCH

**Identification of
titanium dioxide

p.10 MQC
Manufacturer’s
method

Positive reaction

not applicable

US Phammacia Sp. 2 0.0
ul. Ziebicka 40, 50-507 Wroclaw, Poland
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