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Haumenyaannn npopyai® ] IGYIIPOM MAKC, vabaerka, skputi obononxoro, o
_ _ 400 mr ) . .
Name of product: | Touprom® Max, 400 mp, film-coated tablets
Bleprasa-BHpobHue: Hoabima '
Manufaduring Cooniry: Poland -
Howmep psccrpauiznarg )
noeelgyensn: : | UA/1361/01/01
Registralion certificele pmber:
 Cuni alifacrmanicri: _ 1 Tataerica micrve: i8ynpodeny 400 mr
Strangth/Polency 1 tablet contents; ibuprofen 400 mg
Tisapeuin dropsa; _Tabmerrcu, skpuri obonomnwolo, rra 400 Mr
Cosaga ro;m: Film-coated tablets, 400 mg _
Poawmip va twn naxyaanns: e 12 rabaerox s Gnicrepd, go | Balcrepy(a) &
wapTouwuiii ynsxongl _ _
Packaga si26 and type: 12 tablets in blister | hlistes(s) in cartun package
Howep cepll: )
| Batch numbar: Wztor7s .
.—g—gﬁc—:lgi::f“’ 58 850 ynaxonox [ packs
AYE BHPOBHMULTEN; ’
Dite of Manufacturing: 0f.pa.2022
Haze sawivyernn Tapuaiiy '
ApHLaTHROEY): ) 28.02.202%
Expiry data:
Hanmenysanug, L
ﬁﬁ‘.ﬂi3mmﬁhuﬂi [
HoMepse niyenalii Ta ;yn Jeubuyna 40, 50.507 Bpoynaa,
ceprucuivary ninnoeigHocti GMP WOMap niuensli: WYC/000%_n1_piriioy

oy ttlnbmfﬁh 1 BHpabuMtiTea yo sepvdlkar elancalguoeri GMP: IWSF,405.26.2021 i X
KOHTROMG Rrocrl:
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EMPp rpn HIQONL T3 oM

Wiyepapm Cepsices AT,

Byn. 2H, Bper6i Bhgec Iapk, bt Poyp Yoy, ASO
BperSi, Bapron anou Tpeur, Craddopnrwenp, DEIS
OYZ, Besnxa Epuzanis

Hosep nluenai; UK MIA 14704
copTudbixar slgnoslanecti GMP: UK MiA 14704 lnsp GMP

14704/5403.00 18
Nama, WL [ ity coamrel ;
address, US Prammats S5p. 2 g,
lwense number ang ul, Zisticka 48, 50-507 Woadaw, Paland
cortificate of GMP Complianeg | IKedss number WTCosw D1 _vifn
of all manufacturing and quaiity corlificate of GMP Compllanca: NWSF 405 28 2071 1P 1
control sites: )

Sutepharm Serviges Lid, ’

Uit 2H, Brethy Business Pask, Ashby Road East, A0 Bretby, Hurtam upan
Trent, Suffordshirg, DE{S OYZ, United Kingdom

license number: UK Mis 14704

certificate of GMP Compliance: UK MIA 14704 Insp
SMP 14704/5403.0014
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U5 Pharmacia Ceprudblkat nxocti Nz 040000041281
Corlificate of quality 048000041284
Me TTanasHus Movon owTpong Bustorw cnegs ian ¥ | Peaynuyam xo 250
' Paramatar Method of eontrl | Requiraments of specification | The results of contol
1 | Sonniunin aurmg Blayarnuna Npogpoarypari Blanoslgac
rabnsrou™re Adonosunyxnl Yatnsres,
supmYl LyKpopom
ebonoHkow Bingro
. Kohbopy
Tablstz Visually While tabiats of oblong LCompligs
appearancad.Fr zhaps, bicorvex, with sgar
etating
2 | Cepennn maca Ja Ry URHHA 820 Mr £ 40 ur 835 mr
Tabneroul® {730 mar— BE0 ur) ,
Averaga 2Bkt mass® Weighting B20 mg £ 4D myg 835 mp
— {780.mg - 850 m
3 | Cawoplgnlers Rna 10 rabnevou: Blanuuinae
ASIGEZHNX cARHUL | Meyea apeiinnks AVILI =150
{ BEPX) Onwm 30 vabnerog;
AVS LY [ pmler WOLMOE 5
TABNOTOK HY HGRWNHEH Sym
Mo (Y- L2 ® 0,01} W
T vin Blnbie wix (1 +L2 x
0.01) M;
N _ Li=150112m350p
Unifaernity of dosage For 10 tablets: CompBeg
nits Manutacturer'y Avst w150
mathod Far 30 tblats;
(HPLCY AVSLY and content In none
tabial is lower than (1 < |7 x
0.01} 1 ard is nat highayr
then (1 + 12 « 0,01) ui;
_ L1x15.0 and 1 2=25 ¢
4 | lneutidpikauin BF Y, rouxa 1 IM-chaxrp Jansuixy Hi¥ nposoyWrLoR
1Bynpodgenyr RNERTAHHA) slanonlnse CHERTEY '
BHYTEIUHIA Moroy ROpIAHANKHRA iﬂynmwy
T Rcnaxrp (BEFX/Y®) 2, Touwus  nnesnesma ke npoBonMTeca
2. Touxa rtauRenus JAAHIKY ~ BERWasko T50
3 Ma MYBIMHA Blonozigac
450 ansYepmatuane rononsere ab Ha
_ XpOMATOrpani
3. BIHCUYD-cnaxrp sunpobymanors  poxuniy
NGEMHEN slanoalnarn
TAKOMY H3 XpouaTorpau
CTIHAIRTHOID POINHNY,
TTRAT Bignonigac
AUNPOBYRARGIO ParanKy |
STaHAapTHOrY pouinia
ROBHEA] NOKRIYEE W
MEXTHMYR DOFAMHEHKE
npM Sabla T TR we goswmui
_ _ xaunlf,
Identification of BP (R, Melting ™ |1, The infrared adsocbitfon not applicable
buprofans® point) nlemial ! spactum  of the rasidus
1. IR spectrum malhod (HPLEUY) | concordat with the refersnce
2. Melting pobrit spacirim of ibuprofen
2. The melting paint of the rot applicabls
of gltermnatively resldus Ig about 7520 '
_ . Tha gn ini Y Compliay
Lo | BHPLE rUv chromaiaSrm Pl i ant
R and ;
R US Phirmace Sp. 2 b.g 8 m
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the same retention tme;
4.The UV spectra of iha tes| Cumnplios
and  ralwrencs  solulions |
shauld  show the sama
absorstiars maxima,
3 | "lnenrudisauin Buyrplwnaig Higyraepaeycten HE ABOBOANTLEH
'ﬁspm:uu ITi0y) MoTon xapaxygprom peaxyicie
E1742
*Dye identification Inteenal mathod Confirmed by cheracterisiic not gpplizable
(T} Bty ] reaction .
€ | Buler iBynpoeny™ BR, Ap. 11l D: 400 Mriraln 2 5.0% sin 385 mrirabn
fBEPX/ auyTRiLmIG 2BRBAEBHOT KinLREET)
MeTOq (380 - 420 mriva6n)
louprofen contantt® BP, Ap. 1l D; H04 regytald 1 5.0% froen 388 mghabl
HPLCY imernal malhod docelaralod guantity (380-
L ) 420 migAabh
T | PosduHonsa BP, (BEPX); USP | 2 75% (Q] 38 45 xansmmn (Sdoap=92%
IGynpodary™BERK | Y (YO-mevop) Wik m B3 %
afio Y®-martog sz = T %
RALTO PHATHEHWR/
Dissolytion of BPF {HPLCY, USF 2 75% (G} 45 min Bmd =92 &
lbuprofen® /HPLC or | 711 (UV -msthod) min = 85 %
sltarnative Uv. wax = 97 4
| maothod)
4 | Cynymi pomiuxm & 8P
1. Rd4-Byrndenin) Ap, 1 0; 30,3% « KD 0,03%
fiponlonond kucnors BHYTRILHIR meTon
2. Byab-nika nenigoma {CBEXX) 50.3% 0,064%
oL
3. Cyma noslwoy S0, 1% 0,04%
(BHKMIONa0Y " 2,(4-
Syvindiening
nporioHony kmenory)
Rislated subslances™ a8p;
1.2, {4~buly(phany!_j Ap N D; 50,3% < LGO0,03%
propionic ack Intarnal method
2. Single unidentified {UHPLC}) 50,3% 0.04%
impurity '
3. Tolal intpuritios £0,7% 0,0:4%
{&xcept 2 (4
butyinhenyl} propionic
agid)
8 | “MixpoSionoriung EF514 1. Joranssia xinuricres <100 KyOir
yhtTOTE 7 1}EP 2.6.12 dapotinng mikpooprasizale
2)EP 2812 {TAMC): 2108 KYOur
NEP 2613 2. Jaranesis kinexicrs <100 Ky i
nniceHenkx | apiwamonix
FPrlie (TYMC): S 102 Ky our
3, Escherlchla coli: Bigoy i
. . slacyruir
* Microbiclogical EurPhb.i4 1. Tata! asrobile micgbs < 100 SPuyg
quikity ® 1) Eur.Ph 2.8.12 count {TAMC): 5 10% CFUg
QEUrPh26.12 | Z Tolel combined yonst prud = 100 CFilg
‘3) Eur.Ph 2.8,13 makds count (TYMC):
$ 104 CFUfg
3. Escherichia woli: gbsentia absunlig
HaM1ors Garuy j
' Ko pdsm yenmecng NOORYETY
ST T DAPEMATT NOHT BN spclnmitia, KOHTROIRNOT b HKWDAT] Talns
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B4 . ool of bk i
*P . Contrck of the Snished prodiacy

F5 - production conrs pararator, conirols the uncoated b (cre) during the mansfachiring procssy
* - nat & routing teat, eonteol the Mest i batehes gnd 5 Gase of doubt su ko the Idanifly tha coloring agent
™ - control the microblakigica) purlly of tha fest fivs butches of lha fnizhad produd, and e =~ wvary senth Baich of the Bnishes produy

Hauum 8 nigreepawyio, wo ya napriz € wlnnoalisol taraappwencl coaudlerul,
1 herauath oatify that s baleh complias with apprm:qd spedrwaum_.

Npensraumin Keplarues somrponic sivoct § Ynosunoamenol beobu: Justyns Kowslczyk
Under the authority of the Head of QC/Cunlified Porson: Justyna Kowaloryk

Mignue: s y .
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BlAnoBinoeTh 3 wrmoteMn GMP, HOTRHORNEHIMM LilCUSRHM PRIYDATOPRAM OPCINGM, B Takom slpnsalime a0

Rotana va nphauue osobuy, ke HHRE foanin ka samyck ceplt;
Pusilion and name of the person avibodzing the batch relaase:

Yroanoaamena ocolia: Dominika Matras
Qualified Persan: Dominikg Matray

Nigmue: : Asve nianncanna: 2077 (18- 7
Signature: D, ‘%QS — Date of signaturs; ]
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