UsP Zdrowie |

Ceprudpikar sikocti Ne 040000039334
Certificate of quality # 040000039334

HaliseHyBanHsa npoaywuil:

IEVIIPOM MAKC, Tabaerku, Bputi 06010HK010, N0
400 mr

Name of product:

Ibuprom® Max, 400 mg, film-coated tablets

Hepxapa-BupobHmnk:

Registration cerificate number.

Honbia
Manufacturing Country: Potand
Homep pecoTpalittoro
nocaigueHH: UA/361/01/01

Cuna piflakrvenicrs:

1 raGaerka micrurs: ibynpedeny 400 mr

Strength/Potency 1 tablet contents: ibuprofen 400 mg
Nikapcska dopma: rabaerin, srpari o6onoHKolo, 1o 400 mr
Dosage form: Film-coated tablets, 400 mg

Poamip Ta THI NAKYBAHHAL

1o 12 TaGuerox B Gaictepi, no 1 Gnicrepy(a)
KapTousiil ynaxonul

Package size and type:

12 tablets in blister, 1 blister(s) in carton package

Howmep ceplll

Batch number:

U1114962

Homepn niuensii ra

KOHTPOMD AKOCTE

cepruchikaty signosinnocti GMP
seix pineHryb 3 BupobunuTea Ta

gg?c?\'gi;::p“' 38 630 ynaxosox f packs

Hava sppolHuuraa:

Date of Manufacturing: 01.11.2021

Hava sakidvenua TepMiny

npugariocth: 31.10.2024

Expiry date:

HafimeuyBarus, VhaKoBKa, KORTDOME T3 BUIYCK cepil roYoBoro NpoRYKIY:
MICLE3HAXOMKEHHS, TOB HOC dapmauis,

pyn. dembulxka 40, 50-507 Bpounas,

flonuuwa

womep niuensil WTC/0088_01_01/101

ceprudpiiar signosinxocti GMP: WEF.405.26.2021.1P 1

BurpobuuuTBo, KOHTPOME T4 BUNYCK POAVETY in bulk:
[yepapm Ceprices T/,

Byn. 2H, Bper6i Biznec Ilapi, Ew6i Poya Ier, ASO
Bperdi, Baprou anou Tpeur, Cragpopumup, DELS
0YZ, Besuxa Bpuranis

Howmep nivenaiis UK MIA 14704

ceprudixar signosiaHocti GMP: UK MIA 14704 Insp GMP
14704/5493-0016

Name,
address,
license number and

control sites:

certificate of GMP Compliance
of all manufacturing and quality

Packaging, quality control and batch release of finish produgt
US Pharmacia Sp. 2 0.0,

ul. Ziebicka 40, 50-507 Wrodlaw, Poland

license number: WTC/0099_01_01/101

certificate of GMP Compliance: IWSF.405.26.2021iPA

Manufacturing, quality control and product release of in.bulk
Surephanm Services Ltd,

Unit 2H, Bretby Business Park, Ashby Road Fast, A50 Bretby, Burton upon
Trent, Staffordshire, DE1S OYZ, {United Kingdom

ficense number: UK MIA 14704

certificate of GMP Campliance: UK MIA 14704 Insp
GMP 14704/5493-0016

US Pharmacia Sp. 2 0.0
ul. Ziehicka 40, 80-807 Wroclaw, Poland
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UsP Zdrowie

Ceprudikar saxocti Ne 040000039334

Certificate of quality # 040000039334

No Moxasnuk Metog koHTpono | Bumors cneympikauii PeaynbTaTih KOHTPOIo
Parameter Method of control Requirements of specification The results of control
1 | 3osHiwnin surnag BiayantHo Npopnovrysari Binnosinae
Tabnerox® P asonkoBunykni TadneTku,
BKPUTI MYKPOBROKD
o6ononkoto Binoro
I KonbLopy
Tablets Visually White tablets of oblong Complins
appearance®” P shape, biconvex, with sugar
coating
2 | Cepennn maca IpaxyBaHHA 820 mr % 40 mr 835 mr
vabnerox®? (780 mr — 860 mr) B
Average tablet massb? Weighting 820 mg + 40 mg 835 mg
(780 mg - 860 mg)
3 | OpvopipnicTs macu 3saxysaunn EP Cepenmn Maca HenoKpuTol Bignosigac
HeNnOKPUTAX 2.9.5 Tabnevku (nwa 20
tabnerok {(agep)tc vabnerkax) & 5%;
Makc. 2 1ab. > 5%, ane
‘ _ koxHa S 10%
Uniformity of uncoated | Weighing Eur.Ph. average mass of the Complies
tablets mass (cores)P¢ 2.9.5 uncoated tablet (per 20
tablets) & 5%;
max 2 tablets > 5%, but each
one 5 10%
4 | lnedTudpikauin BP. (I4, rouxka 1.  M-cnexkvp  3anuiuky HE NPOBOANTLCH
iBynpodgeny®® NNABNEeHHRA) signosinae CHeKTpy
BHYTPIWHIK MeTop, | NOPIBHARHA iSynpoteny
1. M-cnexrp (BEPX/Y®) 2. Touxa NAABNEHHA HE NPOBOAUTLCA
2. Touka nnaBneHHn 3BAUILKY — Bnu3bko 75°C
3, Yac  YTPUMYBAHHSA Binnosinac
ab0 anLTePHATUBHO FONOBHOTO Tty Ha
xpomarorpami
3. BONOUYD-cnekTp sunpobysadoro  posuuny
noBuUHEH signosinaru
TakoMy Ha xpowmarorpami
CTAHGAPTHOTO PO3UHUHY.
4. Yo - CReKTPpy Binnosinae
BUNPOBYBAHOIrG POIUKHY i
CTaHAApPTHOTO  PO3uMHIB
NoBUHHI nokasysavi
MaKCUMyM NOrMMHAHHA
npu oarin i Tid xe poBXwuHI
xauni. o
identification of BP (IR, Melting 1. The infrared adsorbtion not applicable
ibuprofen®® point) internal spectrum of the residue
1. IR spectrum method (HPLCIUV) | concordat with the reference
2. Melting point spectrum of ibuprofen
2. The melting point of the not applicable
or alternatively residue is about 76°C
3. The principal peaks in the Complies
3.HPLC/UV chromatograms of the test
spectrum and reference solutions have
the same retention time;
4. The UV spectra of the test Complies
and reference  solutions
should show the same
absorption maxima.
5 | *InenTndikayin BHytpiwsin MinreepxyerLea He npoaonu;rbc’i 7
US§ Pharmacia Sp. 2 0.0 2 1 02 2022 'i if@ U.&f&[‘._
ul. Ziebicka 40, 50-507 Wroctaw, Poland Pt Hara 1a nignuc/ D te and sigridure




USP Zdrowie

Certificate of qualit

Ceprudikar sxocTi Ne 040000039334

# 040000039334

Sapsrunka (Ti02) MeToN XAPAKTEPHOW Pearuicio

A YA At W N ———
*Dye identification internal method Confirmed by characteristic not applicable
(TiOy) E171°P ) reaction

6§ | Buict iBynpodeny® BP, Ap. 1 D; 400 mrlvabn & 5.0% sig 400 mrltabn

IBEPX/S BRYTpIWHIA 3anBaerol Kinbrocri
METOMN (380 - 420 mritabn)
Ibuproten content™ B, Ap. 1 D, 400 mgitabl £ 5.0% from 400 mgftabl
{MPLC/ internal method decelerated quantity (380-
420 mgitabl)

7 | PozuunenHn BP, (BEPX); USP 2 75% {Q) 3a 45 XBUNUH (81) cop = 89 %
isynpotpeny®/BEPX 711 (Y®-meToq) wain = 86 %
abo Yé.meron mak = 94 %
ANBTEPHATHBHWIAT |
Digsolution of BP (HPLC), USP 2 75% (Q) 45 min {S1) mid = 89 %
Ibuprofen®® /HPLC or 711 (UV »method) min = 86 %
alternative UV- max = 94 %
method/

8 Cynyrri gomhwuxy 5 BP

1. 2,{4-6yTundenin Ap. I Dy £0,3% < [1KO 06,03%
NponioHoRa KUCNOTA BHYTPILHIG MeToR
2. Bypb-Aka HesigomMa {CBEXX) £0,3% 0,06%
noMinKa
3. Cyma pnomlwok £0,7% 0,06%
(sukniosawoun 2,{4-
GyTundpenin)
nponioHo By KUCNOY
Related substances® BP;
1. 2, (4-butylphenyl) Ap. D, <0,3% < LOO 0,03%
propionic acid internal method
2. Single unidentified {(UHPLC) 50,3% 0,06%
impurity
3. Total impurities <0.7% 0,06%
{except 2 (4-
butylphenyl) propionic
acid}
g | “*Mikpobionoriusa EP 514 1. JaransbHa Kinekicrs < 100 KYO/Ir
yuerora '’ HEP26.12 aepoGHux Mikpoopranismis
2)EP26.12 (TAMC): < 10°KYO/Ir
3)EP 2.6.13 2. 3aranbHa KinbKicTs <100 KYOlr
pricenesux | piNEEKOBMX
rpubis {TYMC): S 10°KYO/r
3. Escherichia coli: Bigeymilr
. piacyruilr
** Microbiological EurPh5.1.4 1. Total aerobic microbe < 100 CFUlg

quality®™®

1) Eur.Ph 2.6.12
2) Eur.Ph 2.6.12
3) Eur.Ph 2.6.13

. count (TAMC): s 10* CFU/g
. 2. Total combined yeast and

molds count {TYMC).
$ 107 CFUlg

i 3, Escherichia coli: absent/y

< 100 CFU/g

absentg

BP onTponn Banky

FEKOHTROND KIHUEBOIO NIPOAYKTY

PC [lapamMeTp KOHTPOIO BUPOBHILITBA, KOHTPOMICIOTE HENORpWUTI Ta
* TeCT e PYTUHHAR, KOHTPOMIOIOTEL 8Pl TpU cepli
“ KOHTPOMoTE MIKPOBIONOriuHy YncToTy neptiwx i

cepii TOTOBOIO NPOAYKTY

UG Pramacia Sp. £ 0.0

ul. Zisbicka 40, 50-507 Wroclaw, Poland

Brietin (apa) 1if sac BupobHIYro npouecy
& pasi cymuisis WONO inenTuiroCT BapeHuka
ST Cepivt FOTOBOTO NPOAYKTY, @ NOTIM — Ha KOMHIN pecaTii

21 02 072
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USP Zdrowie
Ceprudikar saxocti Ne 040000039334
Certificate of quality # 040000039334

8" . control of bulk

P Control of the finished product

¢ . production control parameter, controls the uncoated tablet (core) during the manufacturing process

* _not a routine test, control the first three batches and in case of doubt as to the identity the coloring agent

*_ control the microbiclogical purity of the first five batches of the finished product, and then - every tenth batch of
the finished product

flanvm st NIATEEPIDKYIO, 1O LS napTia e slAnoBIAHOT 3aTREPAKEHOT cneundikauii,
| herewith certify that this batch complies with approved specification.

Mpencrasuuk Kepisnuka KOHTPOIIO RKOCTI / YrnopHoBaxeHo! ocobu: Justyna Kowalczyk
Under the authority of the Head of QC/Qualified Person: Justyna Kowalczyk

flianuc: (/? Rava nignucanns: 2 1, 02, 7072

Signature: ;; fols ~<Aﬂ}-1’?}z { Date of signature:
NEYATKA
STAMP

US PHARMACIA Sp. z 0.0,
ul. Zisbicka 49, 50-507 Wroctaw
NIP: 899 14-32-8%6; Regon: 811213010
it

US Phanmacia Sp. 2 0.0
ul. Ziebicka 40, 50-507 Wroclaw, Poland 4i5




USP 2drowie
Ceprutpixar akocri Ne 040000039334
Certificate of quality # 040000039334

Linm f 3acBiauyio, Wo HaBgeaeHa Bulle HGopMauls € JOCTOBIPHOIO T& TORYHOID, Lo cepho npogyruli Gyno supobneno,
BIOMAIONM  TIAKYBAHHA/MAPKYBAHHA T4 NPOHEAEHO KOHTRONL T AkocTi Ha BUesasHaverin pinbHdaul Yy nosxin
aglgnoslgrocy 3 aumorami GNP, BeTadoBNICHUMIA MICUSBM PEryNATOPHUM OPranom, & Yakom gignopignc Ao
creumikaiii, wo MICTHILCS Y peecTpauiiHoMY A0CHLE kpainw imnoprepa. fpovokonu BAPOBHMUTES, RAKYBAHHA Ta
ananiazin 6yno nepernanyTo ta acranosnero slgnosigHicTs GMP

| hereby certify that the above information is authentic and accurate, This batch of product has been manufaclured,
including packaging/iabelling 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 Markeling Authorization of the

importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP. ‘

Mocana ra npizave ocoBy, RKE BUAEE ROIBIA HA BANYCK cepll:
Position and name of the persan authorizing the batch release:

Ynosnosamena ocoba: lza Lakota
Qualified Person: 1za Lakota

fianuwe: o~ N 3 fata nignucanas. “4 02 2(}22
Signature: C “j r o e Q- Qﬂaﬁw ko Date of signalure: 21

TEMATKA
STAMP

US PHARMACIA 5p. 2 0.0.
ul, Zinhicks 40, 50507 Wroctaw
NP 8991 4-32-896; Regon (11213010
(48

U8 Pharmacia 8$p. 2 0.0
ul. Ziebicka 40, 50-507 Wroclaw, Polang
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