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USP Zdrowie

Ceprudpikar sikocti Ne 040000048170
Certificate of quality # 040000048170

HanMeHyBaHHA npoayKuii:

IBYITPOM MAKC PP, TabneTkd, BKPUTI ITIBKOBOIO
006010HK 010, 10 400 Mr

Name of product:

Ibuprom® Max RR, 400 mg, film-coated tablets

OepxaBa-BupobGHUK: Monbua
Manufacturing Country: Poland

Homep peectpauiiHoro

NOCBIAMEeHHS: UA/19498/01/01

Registration certificate number:

Cuna piilakTuBHICTL:

1 TabJjerka micTuthb: idynpodgeny 400 mr

Strength/Potency

1 tablet contents: ibuprofen 400 mg

Nikapcbka hopma:

TabJ1eTKH, BKPHTI IJIiBKOBOK 060/10HK0M0, 110 400 Mr

Dosage form:

Film-coated tablets, 400 mg

Po3mip Ta TMN NakyBaHHA:

no 12 rabaerok B GuicTepi, mo 2 6aicrepy(a) B
KAPTOHHIA ynakoBui

Package size and type:

12 tablets in blister, 2 blister(s) in carton package

Homep cepii: U2409531

Batch number:

Poawmip cepii: 24 360 ynakoBok / packs
Batch size:

[ara supobruuTBea: 11.04.2024

Date of Manufacturing:

[aTa 3akiH4eHHA TepMiHy 31.03.2027
npuAaarTHocCTi:

Expiry date: _

HalimeHyBaHHHA, TOB HOC ®apmauisn,

MiCLEe3HaXOMKEHHA,
HOMep#U NileH3in Ta

ceprudpikaTu signosigHocTti GMP
BCiX AiNbHUUL 3 BUPpOGHUUTBA T3
KOHTPOJIIO AKOCTI:

Byn. 3em6uuka 40, 50-507 Bpounas,
Monbuwa

Homep niyensii: 041/0099/15

ceprtudikar signosigHocti 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:

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/0099_01_01/101

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

A
CEPTH®IKATIB

115 Aara ta nianuc/|Date and signatu
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USP Zdrowie
CepTudikaT saikocTti Ne 040000048170
Certificate of quality # 040000048170
Moka3sHuk MeToa koHTpONIO Bumoru cneundikauii PesynbraTn
KOHTpOnio
Parameter Method of control Requirements of The results of control
specification
30BHiWHIK BUrnag BisyanbHo TabneTtku 6inoro abo Bignosiaae
mauxe 6inoro konsopy,
3 He3HaYHUM Bnuckom,
ABOONYKIi, OBanbHOI
hopmu
Appearance Visually Tablets are white or Complies
almost white, with a slight
sheen, biconvex, oval in
shape.
CepenHs maca Tabnerok €sp. ®apm. 2.9.5 670 Mr £ 5% 673,1 mr
(636,5 mr —703,5 mr)
Average tablet mass Eur.Ph. 2.9.5 670mg £ 5% 673,1 mg
(636,5 mg — 703,5mg)
InenTudikauin BEPX: BignosigHicTtb Bianosinae
BEPX/Y® MeTon po3TawyBaHHA nikis
BUPOOHMKa, iGynpodeny Ha
BEPX Xpomarorpamax
AOoCNinKyBaHOro ta Bianosinae
CTaHAAPTHOrO PO34UHIB.
- YO®: BignosigHictb YO-
CNEeKTpiB NOrNUHAHHA
nocnigxXysaHoro ta
CTaHAApPTHOrO PO3YUHIB.
Identitty of ibuprofen - UHPLC: compliance of Complies
UHPLC / UV Manufacturer's ibuprofen main peak
method location from tested
sample with reference
sample. Complies
- UV: confirmed by UV
spectrum from tested
sample with reference
sample
**lpeHTUdiKauin GapBHUKa MeTon Y xapakrepHin peakuii 3 Bignosipae
(V) (E171) BUPOGHUKA 30% nepekucom BOAHIO
NpPOSIBNAETLCA
opaHXeBun Konip
**Dye identification (V) Manufacturer’s Complies
(E171) method In the characteristic
reaction with 30%
hydrogen peroxide, an
orange colour appears
BwmicT ibynpodeny /BEPX/ MeTon 380,0 — 420,0 mr/Tabn
BUPOGHUKaA, (95,0% -105,0 %)
BEPX
Ibuprofen content /HPLC/ Manufacturer's 380,0 - 420,0 mg/tabl
method (95,0% -105,0%)
HPLC
CynyTHi AoMmilwku merTon
1. 2-(4-6yTundeHin) BUPOGHUKa, <0,2%
nponioHoBOI BEPX
KUCToTH
2. 1-[4-(2- <0,1%
mMetTunnponin)dgeHinjeraHoH
US Pharmacia Sp. z 0.0 1 b. 05,
ul. Ziebicka 40, 50-507 Wroclaw, Poland 2/5 NaTa Ta nignw
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3. Okpema HeBinoma <0,1% 0,06 %
AOMillKa
4. Cyma oMiwok <0,7% 0,06%
Related substances Manufacturer's
1. 2, (4-butylphenyl) propionic method <0,2% <LOQ 0,06%
acid HPLC
2. (1-[4-(2-methylpropyl) <0,1% <LOQ 0,04%
phenyl] ethanone
3 Single unidentified impurity <0,1% 0,06%
4.Total impurities
<0,7% 0,06%
Po3uuHeHHs Meton 2 85% (Q) 3a 15 xBUNUH 98 %
ibynpodceHy/BEPX BUPOOHMKA,
BEPX, €8p.
®apm. 2.9.3
Dissolution of Ibuprofen/ Manufacturer’s 2 85% (Q) 15 min 98%
HPLC method, Eur.Ph,
2.9.3
OpHoOpIgHICTL [030BaHUX Onsa 10 Tabnerok: Bipnosinae
oAuHUUbL €sp. Papm. AVsL1=150
PoapaxyHkoBo-Barosui 2.9.40 Ana 30 Tabnerok:
meroa AV 5 L1 i BMmicT XxogHoi 3
TabnerTok He NOBUHEH
6yTu meHwe Hix (1-L2 x
0,01) M Ta He Ginbwe
Hix (1+ L2 x0,01) M;
L1=15,0iL2 =250
Uniformity of dosage units For 10 tablets: Complies
Mass variation method Eur.Ph. 2.9.40 AVsL1=15,0
For 30 tablets:
AVs=L1 and content in
none tablet is lower than
(1-L2x0,01)Mandis
not higher than (1 + L2 x
0,01) M;
L1=15,0 and L2=25,0
MikpoGionoriyxa yucrora €sp. Papm.5.1.4, 1. 3aranbHa KinbKicTb
1)€8p. Papm aepobHux <10 KYOIr
2.6.12 MiKpoopraHiamis
(TAMC): £ 10°KYOIr
2) Esp. Dapm 2. 3aranbHa KinbKicTb <10 KYO/r
2.6.12 nniceHeBux i
Apixaxosux rpubis
(TYMC): < 102KYOIr
3) €sp. ®apm 3. Escherichia coli: BincyTwiltr
2.6.13 BiacyTHi/r
Microbiological quality Eur.Ph 5.1.4
1) Eur.Ph 2.6.12 1. Total aerobic microbe
count (TAMC): < 108
CFU/g
2) Eur.Ph 2.6.12 2. Total combined yeast
and molds count (TYMC):
<102 CFU/g
3) Eur.Ph 2.6.13 3. Escherichia coli:
absent/1g
US Pharmacia Sp. z 0.0 1 5. 05. m‘
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**KoHTponeTbCa Ha nepwmx 5-Tu, a NOTIM y BUNaaKy CyMHiBiB WOAO igeHTUdikauii 6apeHuka.

** identification of titanium dioxide is controlled for the first five batches, and then verified in the case of doubts
concerning dyes identity

Manum 5 niaTeepaXylo, WO Us napTis € BignoBigHOI 3aTBepmKeHO! cneuudikauii.
| herewith certify that this batch complies with approved specification.

MpeacrasHuk KepiBHuka koHTponio AkocTi / YnoBHoBaxeHoi ocobu: Justyna Kowalczyk

Under the authority of the Head of QC/Qualified Person: Justyna Kowalczyk

Mignwuc: Oara nignucaHHA:
Signature: Date of signature: 15 05. 204
MEYATKA
STAMP
US PHARMACIA Sp. z o.0.

ul. Zigbicka 40, 50-507 Wroctaw
NIP: 899-14-32-89&; Regon: 01121 3010
“8)

US Pharmacia Sp. z 0.0
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Lium 51 3acBiauyto, WO HaBeaeHa BULe iH(OPMaLis € AOCTOBIPHOIO Ta To4HOMW. Lito cepito npoaykuii 6yno supobnexo,
BKIIOYAIOYM NaKyBaHHA/MAapKYBaHHA Ta NPOBEAEHO KOMTPONbL ii AKOCTI Ha BULLE3a3HaYEHIW AINbHWLI Y NOBHIN
sianosigHocti 3 Bumoramu GMP, BCTaHOBNEHWMK MICLEBUM PEryriATOPHUM OPraHOM, 3 Takox signosigHo Ao
cneumdikauii, Wo MICTATLCA Y PeECTpaLifiHOMY AOCLE Kpainu imnoprepa. lpoTokonu BUPOBHULTBA, NaKyBaHHA Ta
aHanisis 6yno nepernsHyTo Ta BCTaHOBNEHO BianosigHicTs 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 npissuie ocobu, Aka BUAAE AO3BIN HA BUNYCK cepii:
Position and name of the person authorizing the batch release:

YnosHoBaxeHa ocoba: Anita Niesobska
Qualified Person: Anita Niesobska

Mignuc: X Dara nignucanHna: -
Signature: A. Uisanbilka Date of signature:__ (W 09/ 104
NMEYATKA

STAMP

US PHARMACIA Sp. z 0.0.
ul. Ziebicka 40, 50-507 Wroctaw
NIP: 899-14-32-896; Regon: 011213010
“e)

US Pharmacia Sp. 2 0.0
ul. Ziebicka 40, 50-507 Wroclaw, Poland 5/5




JOTEPKABHA CJIYKBA 3 JITIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KMIBCHKIA OBJIACTI

npos. Ceitnuynoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
Npo SIKiCTh BBE3€HOT0 B YKpaiHy JiKapcbKOro 3acoly

07.10.2024 ' Ne 49486/24/10

IYITPOM MAKC PP

(HaliMEHYBaHHA JIKApChKOro 3aco0y 3TiIHO 3 peccTpaliiHUM MOCBIIYEHHAM)
TabJIeTKH, BKPUTI ITIBKOBOK 060.10HK010, 10 400 Mr; 1o 12 TadiaeTok y Gaicrepi; 2 Ouicrepu
y KapTOHHiil KopoOui

(hopma BHNyCKY, 103yBaHHs, BHJL TIAKyBaHHA IiKapchKoro 3acoby)
Homep peectpauiitnoro nocsimuenns UA/19498/01/01 ctpox aii peectpauiiinoro nocsiggenns 22.06.2027
Cepis nikapcbkoro 3aco6y Ne U2409531 KinexicTs BRE3€HOTO Mikapehkoro 3acoby 4872

Bupo6uuk TOB KOC ®apmanis, [Tonsua

(aiimenyBanus BUpoOHHKA JTiKapeeKoro 3acofy, KpaiHa moXoKeHHs)

Breseno B Ykpainy ToBapuctso 3 odmeskeHor BianosinaapnicTio "IEJBTA
MEJIIKEJI", inenr. xon: 39448817

(nafimenyBanHs Ta ko 3a €/[PIIOY 1opuauunoi ocobu abo npissuie, imM'a, o 6aTbkoBi disu4rHoT
ocobu - niznpuemis, i MicIe NPOKUBAHHS Ta peecTpalifHuHi HoMep 00IIKOBOT KapTKH MIATHHKA
nojatkis abo cepis Ta HOMep nacropTa)

IMportoxkoa Bizyansnoro kourpomio sin 02.10.2024 Ne 2947/2.

3a  pesyneTaTaMH  JIEPKABHONO KOHTPONIO BCTAHOBIEGHO, IO JIiKapchkuil  3acid BBeseHo B YKpainy 3

JOTPHMAHHAM BHMOT 3aKOHOABCTBA 110/10 3a0e3ncueHHs AKOCTI JTIKapChKHUX 3aC0DIB.

_ (h : Anna KJTIOEBA

) (niﬂrr*_v;} (iminianu Ta npizsuime)




AEPKABHA CJIY/KBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHU Y KUIBCBKIA OBJIACTI

npoB. Ceitnugnoi Haaii, 3, m.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
Npo AKiCTh BBe3eHOro B YKpaiHy JikapcbKoro 3acody

04.03.2025 Ne 9745/25/1011

IBYIIPOM MAKC PP

(HafiMeHyBaHHA J1iKapceKOro 3aco0y 3riJIHO 3 peecTpalliffHHM MOCBLIYEHHAM)
TabJIeTKH, BKPHTI IJIiIBKOBOK 000/10HK010, 110 400 Mr; mo 12 Tabuerok y 6aicrepi; mo 2
OsricTepu v KapTOHHIH Kopooui

((hopMa BHITYCKY, J03YBaHHA, B/ [IaKyBaHHS NiKapCLKOTO 3aco0y)
Howmep peecrpauiiinoro nocsizuenns UA/19498/01/01 crpox aii peecrpaniiinoro noceiguenns 22.06.2027
Cepis nikapcskoro sacoby Ne U2409531 KinbkicTs BBesenoro nikapcskoro sacoby 5040

BupoGHuk TOB 10C ®apmauis, [Toasma

(HalfiMeHyBaHHS BHpOOHHKA JIiKapchKoro 3acoly, KpaiHa MoX0KEeHHS )

Baeseno B Ykpainy TosapucTso 3 o0Mexenor0 BignosigaasuicTio "JIEJBTA
MEJIIKEJI", inenr. xon: 39448817

(naiiMenyBanng Ta xoz 3a €/JPIIOY ropuamunoi ocobu abo npissrie, imM'a, mo GaTbKoBi GisHYHOT
ocolH - mianpueMus, if Miclle MPoKHBAaHHA Ta peecTpalliiHui HoMep 06/1iKOBOT KAPTKH MIATHHKA
noaaTkis abo cepis Ta HOMep nacnopTa)

Mporokon Bisyansnoro kontrpo.o sin 28.02.2025 Ne 0631/2.

3a pe3ynbTaTaMH JIepKABHOTO KOHTPOJTIO BCTAHOBIEHO, W10 JiKapchkHi 3acid BBeseHo B VYkpaiHy 3

JOTPUMAHHSM BHMOr 3aKOHO/IABCTBA I0/10 3a0e3MeUeHHS SKOCTI JIKapChbKUX 3ac0DiB.
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JEPJKABHA CJIYKBA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCBKIN OBJIACTI

npos. Ceitmnunoi Hagii, 3, M.Kuis, 02099, ren/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €/IPIIOY 37078774

BUCHOBOK
Npo AIKICTh BBE3€HOT0 B YKpaiHy JiKapchKoro 3acody

09.05.2025 ; Ne 21928/25/1011

IBYIIPOM MAKC PP

(HaiiMeHyBaHIA NiKapchKOTO 3aco0y 3riaHO 3 peecTPalifiHUM NOCBIIYEHHAM)
Tab/1eTKH, BKPHTI NIIBKOBOI0 060.;10HK010, 110 400 Mr; no 12 Tadaerok y baicrepi; mo 2
f.aicTepu v KapToHHii Kopooui

(popma BHITYCKY, 103yBaHHA, BH/l MAKYBaHHA JikapchKoro 3acody)
Howmep peectpaniiiroro nocsizuenns UA/19498/01/01 crpox aii peectpauiiinoro nocsiauenns 22.06.2027
Cepis nikapeskoro sacofy Ne U2409531 KinbkicTs BBe3eHoro mikapcskoro 3acoby 9408

BupoGruk TOB I0C ®apwmauis, [Toapina

(HaiiMenyBaHHA BHPOOHHKA Jlikapeskoro 3acoly, kpailla noxo/KeH)

Bseseno B Ykpainy ToBapucTBo 3 06mewenor BianosizaasnicTio "JEJIBTA
MEJIKEJ", ixent. koa: 39448817

(naiiMenyBanus Ta ko 3a €IPTIOY opuanunoi ocoGu abo npizeuule, im's, mo GaTbkosi diznunol
ocobu - nianpHeMis, Ti Miclie TPOKHBAHHA Ta peECTpauliiHnit Homep 00:1IKOBOT KapTKH NIaTHHKA
noaatkis abo cepis Ta HOMep nacnopra)

Iporokoa eisyaasnoro kontpomio sin 02.05.2025 Ne 1416/3.

3a  pesy/isTaTaMM  JICPKABHOTO  KOHTPOIIKO  BCTAHOBJIGHO, 11O JiKapebkuii  3acid seezeno B VYkpainy 3

JOTPHMAHHAM BuMOr 3aKOHO/IABCTBA 1110/10 3a6e3MeueHHs SKOCTI IIKapchKkuX 3acodis.
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