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USP Zdrowie

Ceprudikar akocTi Ne 040000046701
Certificate of quality # 040000046701

HanmeryBaHHSA NpogyKuil:

IBYNPOM CINPUHT KAINC, kancynu m'ski no 200 mr

Name of product:

lbuprom® Sprint Caps, soft capsules, 200 mg

HepxaBa-supobHuk:

Monbuwa

Registration certificate number:

Manufacturing Country: Poland
Homep peecTpauiiHoro
NOCBIAMEHHA: UA/6045/02/01

Cuna piilakTUBHICTL!

1 kancyna m’aKa MiCTUTb: iBynpodeny 200 mr

Strength/Potency

1 soft capsule contents: ibuprofen 200 mg

Nikapcbka dopma:

Kancynu m’siki no 200 mr

Dosage form:

Soft capsules 200 mg

Po3Mip Ta TUN NakyBaHHA:

no 10 xkancyn y Bnicrepi, no 1 6nictepy/u B KAPTOHHIN KOpoOLi

Package size and type:

10 capsules in blister, 1 blister(s) in carton package

MICLe3HAXOMKEHHS,
HOMepU NileHsin Ta

ceprtudpikaru BignosigHocti GMP
BCIX AiNbHULL 3 BUpoBHUUTBE
Ta KOHTPOJIIO AKOCTI:

Homep cepii:
1313612

Batch number: S
Po3amip cepii:

36.200 ynaxkoBok/ packs
Batch size: y P
[ara Bupoﬁuum'a'a: 23.08.2023
Date of Manufacturing:
[ara 3aKiHYeHHA TepMiHy
npuaaTHoCT: 31.07.2026
Expiry date:
HanimeHyBanHs, BupoBHuyTeo, KOHTPONb T3 BUNYCK NPoayKTy in bulk:

Mareou Codraxenc B.B.,

e NocrxopHcrpar 7, 5048 AC TinGypr, Hinepnanaw
HoMep nivensii; 4955 F

ceprudpixar sinnosigHocti GMP: NL/H 23/ 2048508

YnakoBska, KOHTPONL T34 BUNYCK Cepil roTOBOro NPoayKTy:
TOB KOC dapwmauin,

Byn. 3embuuxka 40, 50-507 Bpounas, Monbwa

womep niyensii: 041/0099/15

ceprudikat BignosinHocTi GMP:

IWSF.405.26.2021.1P.1 WTC/0099_01_01/101

Name,

address,

license number and

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

Manufacturing, quality control and product release of in bulk
Patheon Softgels B.V.,

De Posthoornstraat 7, 5048 AS Tilburg, the Netherlands
license number: 4955 F

certificate of GMP Compliance: NL/H 2372048508

Packaging, quality control and batch release of finish product
US Pharmacia Sp. z 0.0,

ul. Ziebicka 40, 50-507 Wroclaw, Poland

license number: 041/0099/15

certificate of GMP Compliance:
IWSF.405.26.2021.1P.1 WTC/0089_01_01/101

Ne Mokaanuk MeTon Bumoru cneuudikauil PesynbraTtu
KOHTPOIMO KOHTpONO
Parameter Method of control Requirements of specification | The results of control
1. OBanbHi  xancynu  M'ski 3
npo3opol OBONOHKOKW CUHLOTO
R BisyanbHuu KONbOpy=BMICT Kancynu - nposopa . .
BPFP 2 1)
3oBHIWHIK BArNSLQ KOHTPONL N PiAnHa alin Binnosinae
% anerka
N

al  sgffisicaps ith a blue

Appearance BPFP visual contr tErEPpiRnt ghgl g Tae§lintent is oily, Complies
ear coimless to Bl blue liquid.

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

13.-14,-200%

[ata Ta nignuc/ éieg#igW




O

USP Zdrowie

CepTtudpikar sikocti Ne 040000046701
Certificate of quality # 040000046701

Poanapanns 5° €sp. ®apm. 2.9.1 He 6inbwe 15 x8 7 xB
Disintegration 87 Ph. Eur. 2 9.1 Not more 15 min 7 min
IneHTudikauis
i6ynpodeny B° BEPX
- BEPX YO, suguma Bignosipnae Bianosinae
- YO, Bugnma obnacre obnactb Binnosigae Bignosigae
Identification of ibuprofen B?
-HPLC HPLC Complies Complies
- UV/IVIS UVIVIS Complies Complies
BwmicT ibynpoceny 5P MeTop 190,0 ~ 210,0 mr 202,7 mr
BUpOOHMKa (95,0-105,0 %) 101,4 %
Assay of ibuprofen 8P Manufacturer's 190,0 - 210,0 mg 202,7 mg
method (95,0-105,0 %) 101,4 %
Dowmiwkn BPFP
1) Edpip copbity 1 (U1) He Ginbwe 0,3 % <0,1%
2) Edip copbity 2 (U2) He Ginbwe 0,3 % <0,1%
3) MonieTunexrnikonesun He 6inbwe 1,0 % <0,1%
hip iBynpodpeny (U6)
) Cyma edpipis He 6inbwe 1,0 % <0,1%
ibynpodeHy
) Domiwku E (1- [4- (2- MeTon He 6inbwe 0,3 % <0,1%
eTunnponin) cgexinj BUPOGHUKa
TaHOH
4-iz06yTinauerodeHoH))
) Byab-aka inausigyansHa He Ginbwe 0,1 % <0,1%
eBigoma gomiwka
noxigHa ibynpodeny)
) Cyma pomiwok (3a He Ginbwe 0,5 % <0,1%
MHATKOM ecpipiB)
Impurities 8PP
1) Sorbitol ester 1 (U1) not more 0,3 % <0,1%
2) Sorbitol ester 2 (U2) not more 0,3 % <0,1%
3) Polyethylene glycol ester not more 1,0 % <0,1%
of ibuprofen (U6)
4) Total esters of ibuprofen not more 1,0 % <0,1%
5) Impurity E (1-[4-(2- )
methylpropy!) phenyl] Manufactur's not more 0,3 % <0,1%
ethanone method
(4- isobutylacetophenone))
6) Any individual unspecified
impurity (derivative of not more 0,1 % <0,1%
ibuprofen)
7) Total of impurities
(except of esters) not more 0,5 % <0,1%
BEPX (S1)cep=101%
***Po3unHeHHs 5F Esp. ®apm. 2.9.3| He menw 75% (Q) 3a 30xBunuH MiH = 99%
MeTon BUPOBHUMKA mak = 103 %
HPLC (S1) mid = 101 %
***Dissolution 8° Ph. Eur. 2.9.3 Not less 75% (Q) per 30 minutes min =99 %
Manufactur's max = 103 %
method
°““°”‘““;§ TRk EBp. ®apm. 2.9.40| Bianosinac Es. ®apm. 2.9.40 Bianoeinae
OAVIHULL
e o e Ph. Eur. 2.9.4(;/ ur. 2.9.40 Complies
nits /

US Pharmacia Sp. z 0.0
ul. Ziebicka 40, 50-507 Wroclaw, Poland
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Ceprudpikar sikocti Ne 040000046701
Certificate of quality # 040000046701

8' * . »
e et | seTun
. ynbne) ¢ ’ Meron NosurusHa Biagnosinae
inenTudikauin BUPOGHMKa
NaTeHTOBAaHOro cuHboro V
*Icilentificalion cif t?e ‘ HPTLC
> °“r;',19 agent of capsule Manufactur's Positive Complies
cover®P: mathed
Identification Patent Blue V
9. 1) 3aranbHa KinbKiCTh
aepobuux MikpoopraHismis
(TAMC): <10 KYOIr < 1 KyoIr
. : ; EBp. ®apm. 5.1.4
MikpoGionoriuna EB:. QE:M. 26.42| 2) 3aransHa kinekicTs nnecxesux
yucrora *° Ta apixmKoBux rpubin
Egp. ®apm. 2.6.13 3
(TYMC): < 10" KYOIr <1KYOIr
3) Escherichia coli: BigcyTHi BigcyTHis 1r
sir
1) Total aerobic microbe count
(TAMC): < 10° CFU/g < 1CFUlg
iershioiaicel e ;hhé““;g ~142 2) Total yeast and molds count
icrobiotogical purity . Eur. 2.0, ) rd <1 CFU/g
Ph. Eur. 2.6.13 (TYME): =10 CFU/g
3) Escherichia coli: absence in 1g absent in 1g

BP MNapaMeTp KOHTPONIETLEA Ha npoaykTi in bulk npu Bunycky
FP MapameTp KOHTPONIOETLCA Ha FOTOBOMY NPOAYKTI NPU BUNYCKY

* He npoBOoAUTLCS B PYTUHHOMY NOPAAKY; NapameTp KOHTPOIIIOETLCA Ha KOXHIN 10-1 cepil

*** BUNYCK: HE NPOBOAUTLCA B PYTUHHOMY NOPAAKY; Byae npoBoaAuTLCA Ha nepwux 10 cepiax i Ha KoxHiR 10-7
cepii abo npuHanmui paa Ha pik.

BP parameter controls on the product in bulk at release

FP Parameter controls on the finished product at release
* Not performed routinely: parameter is controlled for each tenth batch of the Product

*** Release: is not carried out routinely, it will be carry out on the first 10 batches and on each 10-batch or at least once
per year.

[arum 8 nigTeepaXyto, WO Usi napTist € BiANoBIiAHOT 3aTBeppKeHoT cneuundixauii.
| herewith certify that this batch complies with approved specification.

Npeacrasunk KepiBHuka KoOHTpomo fkocTi / YnoshoBaxeHoi ocobu: Justyna Kowalczyk
Under the authority of the Head of QC/Qualified Person: Justyna Kowalczyk

Mianuc: /”JJ k Harta nignucanHa; 16 11 %0
Signature: / LA Date of signature: o LB
. /74—

MEYATKA
STAMP

Bk

US PHARMACIA Sp. z 0.0.
ul. Ziebicka 40, 50-507 Wroctaw
NIP: 899-14-32-89& Regon: 01121 3010
)

US Pharmacia Sp. z 0.0
ul. Ziebicka 40, 50-507 Wroclaw, Poland 3/4
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Ceprudikar skocti Ne 040000046701
Certificate of quality # 040000046701

LiuM 5 3acBiayto, Lo HaBeaeHa Bule iHopmMaLisn € 4OCTOBIPHOI Ta TouHOH. Liio cepilo npoaykuii Gyno Bupobnexo,
BKMIOHAIONM NAKyBaHHA/MapKyBaHHA Ta NMPOBEAEHO KOHTPONb ii AKOCTI Ha BullesasHaueHih AinbHUUI y MOBHIK
sianosigHocti 3 Bumoramu GMP, BCTaHOBNEHUMM MICLIEBUM pPerynsiTOPHUM OpraHoM, a TakoX BignosiaHo Ao
cneuudiKauii, Wo MICTATLCA Y peecTpauiiiHoMy AOChE KpaiHu imnopTepa. MpoTokony BUPOGHUUTBA, NaKyBaHHA Ta
aHanisis Gyno nepernsiHyTo Ta BCTaHOBNEHO BianosigHicTe 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 ra npissuwe ocobu, sika BUAAE [03BIN Ha BUNYCK cepii:
Position and name of the person authorizing the batch release:

YnosHoBaxeHa ocoba: lzabela Lakota
Qualified Person: Izabela t.akota

Mignuc: *‘3 [ara nignucanna: . .
signature;__(___) webdla- QEQ’Q""%Q' Date of signature: AS. 41.2023

NMEYATKA
STAMP

US PHARMACIA Sp. z o.0.
ul. Ziebicka 40, 50-507 Wroctaw
NiP: 899-14-32-896; Regon: 011213010
48)

US Pharmacia Sp. z 0.0
ul. Ziebicka 40, 50-507 Wroclaw, Poland 4/4




JTEPXKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJIACTI

npos. Ceitmignoi Hanii, 3, M.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
Npo SIKICTh BBE3€HOI0 B YKPaiHy JiKapcbKOro 3aco0y

16.07.2024 Ne 34870/24/10

IBYIIPOM CITPUHT KAIIC

(HaliMeHyBaHHSI JIIKapChKOro 3aco0y 3riIHO 3 peecTpallifHUM MOCBIAYEHHSIM)
kancyau M'siki mo 200 mr mo 10 kamncyJ y 6uicrepi; mo 1 6;1icTepy B KApTOHHIH Kopooi;

(dhbopma BuITyCKY, 103yBaHHS, BU NaKyBaHHS J1IKapchbKOTro 3acody)
Howmep peecrpauiitnoro noceimuenns UA/6045/02/01 crpox aii peectpaniitnoro nocsizuenns 01.01.2099
Cepis nmikapcbkoro 3acoby Ne U1313612 KinbkicTs BBEe3eHOTO Nikapchkoro 3acoby 9600

Bupo6uuk TOB IOC dapmauis, [Tosnbiia

(HaliMeHyBaHHs BUPOOHHKA JIIKAPCHKOro 3aco0y, KpaiHa MOXOIKEHHS )

Baeseno B Vkpainy Tosapucrso 3 oomeskenorw BianosinaasuicTio ""JEJIBTA
MEJIKEJI", inent. kon: 39448817

(naiimenyBanHs Ta koa 3a €/[PIIOY ropuanunoi ocobu abo npi3suile, im's, 110 6aTbKOBI
¢diznunol 0cobM - mignpHeML, i1 MicLle MPOXKUBAHHA Ta peecTpaLliiiHui HomMep 001iKOBOT
KapTKH MJIaTHHKA MOJATKIB ab0 cepist Ta HOMEp rmacropra)

Tpotokoa Bizyansnoro kourposo sia 10.07.2024 Ne 2006/6.

3a pesynpTaTaMH JICPXKaBHOTO KOHTPOJIO BCTAHOBJEHO, IO JIKApChKWH 3acid BBe3eHO B YKpaiHy 3

JAOTPHUMAHHSAM BuMOr 3aKOHOIABCTBA 110/10 3a0€3MEUEHHS AKOCTI J1iKapChbKUX 3ac00iB.
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JTEP)KABHA CJIYV)KBA 3 JJIKAPCHKUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMMH Y KHIBCHKIN OBJIACTI

npos. Ceitimunoi Hanii, 3, m.Kuis, 02099, ten/pakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
Npo SIKiCTh BBE3€HOr0 B YKpaiHy JIiKapchbKoro 3acody
19.09.2024 Ne 46109/24/1011
IBYITPOM CIIPUHT KAIIC

(naliMenyBaHHs JiKapchKOro 3acoby 3riJHO 3 PEECTPALIIHIM [TOCBIXYCHHSM)
Kancyau M'ski no 200 mr o 10 xancya y 6Jicrepi; mo 1 6aicrepy B KapToHHiii Kopo6ui;
(popma BuIycKy, H03yBaHHsM, BUA 1aKyBaHHA TiKAPCHKOTO 3ac00Y)

Howmep peecrpauiitroro nocsinuenns UA/6045/02/01 crpox nii peectpaniiisoro nocsizuenns 01.01.2099
Cepis sikapeskoro 3aco6y Ne U1313612 KinpkicTs BBe3eHoro sikapcskoro sacoby 10080

Bupo6Huk TOB I0C ®apwmaris, Ionsma

(HaifiMenyBaHHs BUpOOHHKA JIKAPCHEKOro 3acoly, KpaiHa MOX0IKeHH )

BBeseno B Ykpainy ToBapucTBo 3 00MexkeHo0 BignosjaaabHicTio "JIEJIBTA
MEJIKEJI", inenr. xon: 39448817

(naiivenyBanns Ta xox 3a €JIPIIOY fopunuuHoi ocobu abo npissuiie, iM's, Mo 6aTEKOBI
(isnunoi ocobu - mianpuemns, i Micue NPOXKHBaHHS Ta peecTpallifHui HOMep 06ITiKOBOT
KapTKH [UIaTHUKA NOJATKIB ab0 cepis Ta HOMep Macropra)

ITpoTokou BizyanbHoro kontpomo Bix 11.09.2024 Ne 2731/7.

3a  pesynbTaTamMH JepKaBHOrO KOHTPONIO BCTAHOBJEHO, WO JIKAPCHKMH 3aci6 BBE3eHO B VYkpainy 3

AOTPUMAaHHSAM BuMOTr 3aKOHOAABCTBA 11010 3a6e3EYEHHS IKOCTI JKapChKUX 3aC00iB.

@Z/ Bikrop CTE®KIBCHKMI

: &‘APK(‘)‘ IH
o8 HIpp .4
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VA H M &
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(inivianu Ta npizsnie)
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USP Zdrowie

Ceprudikar sxocTi Ne 040000048626
Certificate of quality # 040000048626

HaumenyBsaHHa npoaykuii:

IEYNPOM CNPUHT KANC, kancynu M'aki no 200 mr

Name of product:

Ibuprom® Sprint Caps, soft capsules, 200 mg

Registration certificate number:

DepxaBa-BUpobHUK: Monswa
Manufacturing Country: Poland
Homep peccrpauiiHoro

| NOCBIAYeHHA: UA/6045/02/01

Cuna pil/akTMBHICTL:

1 kancyna m'AKka MicTUTb: ibynpodeny 200 mr

Strength/Potency 1 soft capsule contents: ibuprofen 200 mg
Nikapcbka copma: Kancynu m'ski no 200 mr
Dosage form: Soft capsules 200 mg

Poamip Ta TUN NaKyBaHHA:

no 10 kancyn y b6nicrepi, no 1 6nictepy/u B kapToHHiA kopobui

Package size and type:

10 capsules in blister, 1 blister(s) in carton package

Homep cepii:

npuaaTHOCTI:

Expiry date:

u1410822
Batch number: 19148
Po3awmip cepii:

17 360 ck
Batch sza: 17 360 ynakoBok / packs
[ara Bupoﬁuuu'ra‘a: 02.05.2024
Date of Manufacturing:
[aTta 3aKkiH4YeHHR TepMminy 30.04.2027

HanmeHyBaHHSR,
MiCUE3HAXOMAKEHHA,

HOMepH niuensin Ta
ceprudpikatu signosiasocti GMP
BCiX AinbHUUL 3 BUpoGHUUTBA
Ta KOHTPOMIO AKOCTI:

Bu HAUTBO, KOHTPONL T3 BUNYCK N KTY in bulk:
Nareon Codraxenc B.B.,

e NMocrxopHcTpar 7, 5048 AC Tinbypr, Higepnanan
Homep niuensii: 4955 F

cepTudirar signoaigrocTi GMP: NL/H 23/ 2048508

YNnaxosxa, KOHTPONb Ta BANYCK cepii rOTOBOro NPOAYKTY:
TOB KOC ®apmauin,

Byn. 3embuuxa 40, 50-507 Bpounas, Monbwa

Homep niueHai: 041/0089/15

ceprudpikar sinnosinHocTi GMP:

ISF.405.3.2024.1P.1 WTC/0099_01_01/4

Name,

address,

license number and

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

Manufacturing, quality control and product release of in bulk
Patheon Softgels B.V.,

De Posthoornstraat 7, 5048 AS Tilburg, the Netherlands

license number: 4855 F

certificate of GMP Compliance: NL/H 23/ 2048508

Packaging, quality contrel and bateh release of finish product
US Pharmacia Sp. z 0.0,

ul. Ziebicka 40, 50-507 Wroclaw, Poland

license number; 041/00998/156

certificate of GMP Compliance

ISF.405.3.2024.1P.1 WTC/0099_01_01/4

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

16 [laTa Ta nignuc/ Dte and signature
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USP Zdrowie
Ceprudpikar skocti Ne 040000048626
Certificate of quality # 040000048626
Ne NokasHuk MeTon Bumoru cneundikauii Pe3aynbTtatv
KOHTpONio KOHTpOMK
Parameter Method of Regquirements of specification The results of control
1. 3oBHiWHIW BUrNAA BiayanoHun OBanbHi Kancynu M'AKi 3 Bignosinae
KOHTpOnb npo3opok 06ONOHKOK CHHLOIO
Konbopy. BmicT kancynu -
nNpo3opa MacnaHKCTa piguHa
el 6eabapeHoro oo snerka
6naKuTHOro KonLopy.
Appearance visual control Oval soft capsules with a blue Complies
transparent shell. The content is
oily, clear colourless to slightly blue
liquid.
2. PoanapaHHs €8p. Dapm. He Ginbwe 15 x8 5 x8
2.9.1
Disintegration Ph. Eur. 2 9.1 not more than 15 min 5 min
3. laenTudpikauin ibynpodery MeTon
(BEPX) BUPOOHUKA; Bignosigae Bignosigae
BEPX
Identity of ibuprofen Manufacturer’
(HPLC) s method; Complies Complies
HPLC
4, laeHTudbikauin ibynpodeHy MeTtoa
(YO / Buauma obnacts) BHpOGHMKa;
BEPX Bignosigae Bignoeigae
abo
Meton
BUpPOOHMKA
Yo / Buauma
O6nacTte
Identity of ibuprofen Manufacturer
(UVIVIS) s method; Complies Complies
HPLC
Manufacturer’
s method;
UV / VIS
5. BumicT iynpodeHy Metoa 190,0 - 210,0 mr
supobHuka (95,0-105,0 %)
Assay of ibuprofen Manufacturer's 190,0 - 210,0 mg
method (95,0 - 105,0 %)
21 08, 2
US Pharmacia Sp. 2 0.0
216

ul. Ziebicka 40, 50-507 Wroclaw, Poland
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USP Zdrowie
CeptudikaT sakocTi Ne 040000048626
Certificate of quality # 040000048626
LloMiLLKK MeTon ]
1) Echip copbiry 1 (U1) BupobHuka | He 6inbwe 0,3 % <0,1%
2) Ecpip copbirty 2 (U2) He 6inbwe 0,3 % <0,1%
3) MonieTunex-rnikonesun He 6inbwe 1,0 % <0,1%
edip ibynpodeny (U6)
4) Cyma edipis ibynpodeny He 6inbwe 1,0 % <01%
5) Domiwku E (1- [4- (2- He Binswe 0,3 % <0,1%
Metunnponin) dexin]
eTaHOoH
(4-isobyTinauetodeHon))
6) ByaL-AKa iHauBiayanLHa He Ginbwe 0,1 % <01%
HeBigoma gomiwka (noxigna
iGynpodpeny)
7) Cyma nomiwok (3a He 6inbwe 0,5 % <01%
BMHATKOM edipiB)
Impurities Manufacturer’
1) U1-Sorbitol ester-1 s not more than 0,3% <01%
2) U2-Sorbitol ester-2 method not more than 0,3% <0,1%
3) UB-Macrogol esters of not more than 1,0% <0,1%
ibuprofen
4) Total esters of ibuprofen not more than 1,0% <0,1%
5) Impurity E not more than 0,3% <0,1%
1-[4-(2-methylpropyl) phenyl] ‘
ethanone
4-isobutyl-acetophenone
6) Any individual unspecified not more than 0,1% <0,1%
impurity
(ibuprofen derivative)
7) Total impurities of not more than 0,5% <01 %
Ibuprofen (excluding esters)
***PO34YUHEHHA BEPX He meniue 75% (Q) 3a 30xaunuH (Sx) cep = 102 %
Esp. ®apm., mid =101 %
2.9.3 MeTopa mak =103 %
BUpoGHMKa
***Dissolution of ibuprofen Ph.Eur.2.9.3 not less than 75% (Q) in 30 (Sx) mid =102 %
HPLC minutes min =101 %
Manufacturer’ max = 103 %
s
Method
OaHOpPIAHICTL A030BaHMX Esp. ®apm. Bianosinae Es. ®apm. 2.9.40 Bignominae
oAWHNUbL 2.9.40
Uniformity of dosage Units Ph. Eur. 2.9.40 Complies with Ph.Eur. 2.9.40 Complies
*|penTudikauin 6apsHMKa BETWX MoautuBHa - nosigae
KancyneHoi 06oNoHKN: MeToa o g
iaeHTUdikauin BUpOBHUMKa A E,q;:u‘@
NaTeHTOBAHOro CMHLOro V @:zéé
s \=
HDIKATIB :§
*Dye stuffs in the capsule HPTLC Positive Ca
shell: Identity of the colouring | Manufacturer’ C3
Patent Blue V in the shells s HHui "°°\.,b )
method paaumng

[}
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USP Zdrowie

Ceptudpikar sakocTi Ne 040000048626
Certificate of quality # 040000048626

Mikpobionoriyxa EBp. ®apm.
yucroTa 514 1) 3aranbHa KinsKicTh < 1KYOIr
1) Esp. aepobHuX Mmikpoopradiamie
?gp;;- (TAMC): <10° KYOIr
2) E.B. 2) 3aransHa KinbKicTb < 1KYO/r
ma;'u nnicHesuX Ta ApDKIPKOBUX
2.6.12 e
3) Esp. (TYMC)<10 KYOIr
Sapm. 3) Escherichia coli: sigcyTHiB 1T
2.6.13 BigcyTHiB 11
Microbiological quality Ph. Eur5.1.4. | 1) Total aerobic microbial count <1 CFU/g

1) Ph. Eur. 2.6.12| (TAMC): 10° CFU/g

P) Ph. Eur. 2.6.12| 2) Total combined yeasts / mouids <1CFU/g
count (TYMC)s10° CFU/g

B) Ph. Eur.2.6.13 3) Escherichia coli: absent/g absent/g

* He NpoBOAWUTLCA B PYTUHHOMY NOPRAKY; NAPaMETP KOHTPONKETLCA Ha wowHin 10-h cepii
*** BUNycK: He NPOBOANTLCA B PYTHHHOMY NOPAAKY; Gyae npoBoaNTLCA Ha NepLiux 10 cepisix i Ha koxHiA 10-4 cepii aBo npuHanMHi

pa3 Ha pik.
*  Nol performed routinely: parameter is controlled for each tenth batch of the Praduct

*++ Release: not performed routinely; will be carried out on the first 10 batches and then every 10™ batch or al least once a year
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USP Zdrowie

Ceprudikar sakocti Ne 040000048626
Certificate of quality # 040000048626

Naxum 5 NigTBEPAXYIO, WO UA NapTia € BIgNoBIgHOT 3aTBepAKeHoT cneundikauii.
| herewith certify that this batch complies with approved specification.

MpencTasHuk KepiBHUKa KOHTPONIO skocTi / YnoBHoBaxeHo! ocobu: Justyna Kowalczyk
Under the authority of the Head of QC/Qualified Person: Justyna Kowalczyk

Mignuc: Aara nignucanus: 11
Signature: Date of signature: 8. 7024
MEYATHA
STAMP

US PHARMACIA Sp.zo.0.

ul. Ziebicka 40, 50-507 Wroctaw
NIP: 899*!4—32-89&% 011213010
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USP Zdrowie

Ceprudpikar axocti Ne 040000048626
Certificate of quality # 040000048626

Lium 5 3acsinuyto, Wo HaBepeHa Bulle iHopMauis € ACCTOBIPHOI Ta TO4HOK. Lilo cepito npoaykuii 6yno snpobneHo,
BKNIOYAIOYM NAKYBaHHA/MAPKYBAHHA Ta NPOBEAEHO KOHTpOnb il AKOCTi Ha BUUje3a3HaveHid AiNbHULUI Y NOBHINA
signosigHocTi 3 Bumoramu GMP, BCTaHOBNEHMMM MICLIEBWUM DerynfATOpHAM OpraHoM, @ TaKkoX signoeigHo go
creuudikaulit, Wo MiCTRTLCA y peecTpauifHoMy foCke KpaiHu iMnopTepa. MNpoTokony BUpOGHUUTBA, NaKyBaHHA Ta
ananisis Byno nepernsHyTO Ta BCTAaHOBNEHO BianoBiAHICTL 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.

Mocana Ta npiasuwe ocobu, Aka BUAAE A03BIN Ha BUNYCK cepli
Position and name of the person authorizing the batch release:

YnoBHoBaxeHa ocoba: Dominika Matras
Qualified Person: Dominika Matras

Nianue: Hara nignucaxHxnA:
Signature: D M;&s@ﬁ Date of signature:

NMEYATKA
STAMP

US PHARMACIA Sp. z 0.0.
ul. Ziebicka 40, 50-507 Wroctaw
NIP: 899-16-32-89& Regon: 011213010
(2]
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JIEPKABHA CJIVKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU ¥ KUIBCBKIA OBJIACTI

npos. Citnuunoi Hazii, 3, m.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Npo sIKiCTL BBe3eHOr0 B YKpaiHy JikapcbKoro 3acody

09.05.2025 Ne 21930/25/10

IBYIIPOM CIIPUHT KAIIC

(naiiMeHyBaHHS TiKapcLKOTO 3acoby 3riHo 3 peecTpaLifiHHM MOCBITYEHHSM)
Kancy/au m'siki 110 200 mr, no 10 kancys y Guicrepi; no 1 dsicrepy B KapTOHHIA Kopooui

(bopma BHNyCKY, 103yBaHH#, BHI NaKyBaHHA Jikapcekoro 3acoby)
Homep peecrpaniiiroro nocsizuenns UA/6045/02/01 crpok aii peectpaniiinoro noceinuenns 01.01.2099
Cepis nikapeskoro 3acoby Ne U1410822 KinbkicTs BBe3€HOIO Jlikapeskoro 3acoby 17360

BupoHuk TOB HOC dapmauis, [Tonbia

(HafiMeHyBaHHA BHPOOHHKA JIKAPCEKOTo 3aco0y, KpaiHa MOXOKEHHA )

Baeseno B Yipainy - Tosapuctso 3 oimexenoro Bianosinaasnicrio "JIEJIbTA
MEIKEJI", inent. kox: 39448817

(naitmenysanns Ta kot 3a €JIPTIOY opranynol ocobu abo npiseuie, iM's, 1o darekosi diznunol
ocobu - mianpuemis, il Miclie MPOKHBAaHHA Ta peecTpaniiinuil Homep 001IKOBOT KAPTKH NIAaTHHKE
nozaTkis abo cepis Ta HOMEp nacnopra)

IMporokoa Bisyaasnoro kontpoio sin 09.05.2025 N 1416/5.

3a pesyabTaTaMH  JIEPKABHOTO KOHTPOJK —BCTAHOBICHO, 110 Jikapchkuit  3acib  BBeseHo B YKpaiHy 3

JOTPHUMAHHAM BHMOT 33aKOHOIABCTBA IIO/I0 3abe3MNeueHHs SKOCTi TIKapChKHX 3ac00IB.
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