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SKU 3081191 B reckitt

Benckiser
COA VERSION 23 QUALITY CERTIFICATE / CEPTHOIKAT AKOCTI
NAME OF PRODUCT: NUROFEN® CERTIFICATE/CEPTHMIKAT
HAJBA IIPOMYEIIILL: HYPODOEH® Ne 368539
Country of maaufacturing / Kpalira-snpobnnx !United Kingdom Bemuxa Bpuranin
CERTIFICATE REGISTRATION NUMBER: UA/6313/02/02
HOMEP PEECTPAIIIHOIO IIQCBITUEHHS: UA/6313/02/02
Strength / Potency: / Cnna pii / AkriusniceTs: IBUPROFEN 200 mgi IBYTIPODEH 200 mr
Dosage form / Jlikapeska dopaa |Coated tablets / TaGnerxe, sxpuri oGomonKoI0
Package size and type / Poanip Ta TN nakosanua Ne 12 (12 x 1) per blister / Ne 12 (12 x 1) y Gaicrepi
BATCH NUMBER / HOMEP CEPI{: §5394 DATE OF MANUFACTURE: 7/ JIATA BHPOBHIILTBA: (19 2024
EXPIRY DATE / HATA 3AKIHYEIHA TEPMIHY ¢
'BATCH SIZE / PO3MIP CEPII: 623 Ca PHAATHOCTI: oY 2027
Responsible for manufacture of the preduct, packing, Reckitt Benckiser Healthcare International Limited, Nottingham site, Thane Road,
quality control and release / Bignosinansumit 3a Nottingham, NG90 2DB,United Kingdom
BHPOQUNNTEY, NAaKYBANH, KONTPOAL AKocTi TA Bunycx |Pexxirt Benkisep Xenckep Iarepremun JliMiten, Horrinresm caiit, Tedin Poya,
cepii: Horrinres, NG90 2DB, Bemika Bpurauis
Manufacturmg Llccnsel Hiuensin na Bnpoﬁmlumo 12862
' T T e St s o,
Al 1%7‘5 i i %lu‘%ﬁ.j I:_ll\ff}‘s %%ﬁﬁ*}ﬁ sttt el dn i,
| HOKASHIHCH S,i,!% 1% BT ; élﬁg ,EEI OPMLFE" RHiEgr ] ER PEBYJILTATH
ﬂ_g("nrﬁ;pﬁﬂru: T ¥ BT .nslﬁe',qm; XYY ".—‘.-'-,‘ : AHAJNIRIB
Appcarancc (wsual)/ A white to off-white, biconvex, sugar coated tablet printed with
Omire {Bisyansunii) an identifying logo in black on one face/ Bini afo smaike Hini ¢ lies
neoonyxni rafierky, NOKpHTI  uykporolo ofononko0 3 B‘i).mp”lfb.
iHeHTH(IKYIOUHM HAMMCOM MOPHOTC KOALOPY 3 OAHMOT CTOPOHYH Al
TabneTKy.
Identification / Ineurndixanin Must comply with the approved test /
Ibuprofen (IR} / IToBHHHO BINUOBIRATH JATBEPIKEHOMY METOLY. Complies / Binnosigae
I6ynpodieny ( I"M-cnexkrpockonin)
s s G ;
*T{tamum d:uxnt{cl gust comp!y w1tl:1 the approved test / Complies / Binroninae
Mioweny Tirramy OBHHHO Bi{IIOBIATH JATREPAKEHOMY METOLY. Last Tested / [lata
OCTAHHBOIO AHAII3Y:
04 2024
*Iron oxide / Must comply with the approved test / . )
*Oxcugy 3aniaa TToBHHHO BifNOBLIATH 3ATREPAMECHOMY METOLY. Compliesi.Bi.uion:tay
Last Tested / lata
OCTEHHBLOIO aHanizy:
04 2024
"Average mass (Eur, Ph. 2.9.5.) /
“Cepeaun saca (Ezp, ©. 2.9.5.) 408 mg - 450 mg / 408 Mr—450 mr 434 mg /M-
Disintegration f Must comply with requirements of Eur. Ph. 2.9.1./ Complies /
Posmanammn TTosumno rignmosinaty pumoram Enp. . 2.9.1. Bianosigac
** Dissolution / Must comply with the requirements of the USP. Not less than Complies * Brnwows, e
** Posunnets 80% (Q) of the stated ibuprofen contem dissohes in 60 Last IL«mI. 'l'n":
minutes.f Iosyuno sianosigary susoran USP. 3a 60xn e nuT;umunru m;a "
sente 80% (Q) min 3anBneHol KinbkocTi B poagini Crnan. o
09 2024
*Microbiological Examonafion /
*MirpoGiosoriuema uncrora /:-:_{ T
Total viable count: 3aransHa KiNEKiCTE KHATTEIAATHHX : ; Thpar
opranismis: /’(\\\/ ) COH{PQCS/ Binnosigae
Aerobic Bacteria / Aepobmx Gaxtepiit (TAMC) < 10° CFU/g /<10° KYO/r ‘ Last Tested / Mara
Yeasts and Molds / Jlpi i i : ac:'raimsom #namsy
easts and Molds DEGKEBHX T4 IUTICE L,
(TYMO) CHHERIRIPED d< 107 CRURg /510° KOOI : 7 2
Escherichia coli Absent in 1 g/ Biacytuicts 8 1 1. NG i I:‘ "I'.; .-“ n;}/é}‘
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SKU 3081191 Wreckitt

Benckiser

Cerlification statement: / 3asBa npo ceprudixanito:

I hereby certify that the above informatien is authentic and accurate. This batch of product has been manufactured, including packaging / labelling and quahity control
Jat the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the specification in the Registration Dossier.
The batch processing, packaging and analysis record were in compliance with GMP.

LIyat & 32CRITTYIO, WO HABEEHA BHE [H(popMaia € A0CTORIPIDI0 T TouHOM. Lo cepiio npogykuii 6yno sipobneno (BkNOYIOYH Nakysaitis / sMapkysanLia) Ta
{nposeneno konTpose 1 AxocTi Ha BYezAsHaven il AinsHIL Y noBH BIMOBIAHOCTI 3 BIMOTAMI GMP, BCTAILOBAGHIMH MICUEBHM PETYASTOPRIM OPraHoM, a TaKOK
Binnoginwo o cnembixadii, wo MicTATECR ¥ peceTpauiiinoMy Aocee. Ilpotokomi BHPOGHALTRA, NaKYBAHNA T2 aHaniais Gyno NepernziyTo T4 DCTAHOB/CHO
Bignosiguicts GMP.

Comments /Komenrapi:

' The test for Uniformity of Mass (PhBur 2.9.5.) is performed on tablet cores in accordance with specification number 55437, entitled Cores for Ibuprofen tablets 200
mg. / Tect Onuopinnocti macn (PhEur 2.9.5.) srkoHano Ha cepuesiii tafneTky y Binnosianocti no cneundikauii Ne 55437,

* One batch manufactured per year will be tested for compliance with these tests. / Tect npopoanTeca BrGIpKOBO HA ONHIH 13 CEPift, Ale HE PLANME DAROTO Paly HA PIK
** The first ten batches manufactured will be tested for compliance with this test followed by a minumum of one batch m every ten baiches imanufactured « Tee)
nposeneno wa nepunx 10 cepiax ana minteepmaesys sianonixmocti. TlotiM nposoniThes Ha ouili 13 10 supaGaennx cepi

'The bateh size is indicated as cases quantity per manufectured batch. One case has 144 consumer packs.

Poamip cepil 3a3eadenio sk kinbKicTs xopoSis rupobnenoi cepil. Omn xopof MicTiTs 144 crokanuix yriakosok.

Name and position/title of person authorizing the batch release /
IIpiseiie Ta nocagalseanud ocoln, Axa BjIana A03Bia 02 BTyceK cepii

'-'—r‘ -;L-'_-'lemn.’camr signed by: Mandy
s ’ Signature: r% S Rosson: | approve his docuto,
" ; at
Mandy Turgoose. QP / Operations Quality Manager. D P T o

Email: mandy.turgoose@reckitt.com

Date of signature /

Signature / Iligmic v
Jara mignucanun;

Elactronicaly signed by: Andraw Godbar o R Elecirorucally signad by Phiip Kright
Signature: [17 A ggm}’iam Ihe avthor of Ihis Signature' ( _,) geasnn | have reviewed this
. P ccumen
Dale: Sap 27, 2024 17:01 GMT+1 6 Dale Cct 1 2024 0743 GM1+1

Email; Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
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JEPAKABHA CJIYIKBA 3 IKAPChKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMUA ¥ KHIBCHKIA OBJACTI

npoe. CeiTreasol Haxil, 3, m.Kuie, 02099, ten/dhaxc: (044} 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €PIIOY 37078774

BHCHOBOK
Ipo AKicTh BBe3eHOro B YKpaiHy Jnikapcbkoro 3aco0y

21.01.2025 Ne 866/25/10

HYPODOEH®

(nHafimeHyDaHua AiKapcEKOro 3acoGy 3rigHo 3 pecerpaliifEnM NOCBIAUEREAM)
TalieTkH, BKpaTi obononkoo, mo 200 mr; no 12 ta6aerox y 6nicrepi; no 1 Gnicrepy B
KapTOHHiil xopodui

(dhopma BHIycKy, HO3YBAHHA, B TAKYBAHHA AiKApCHKOTO 3acofy)
Howmep peecrpauiiinoro nocsinuerns UA/6313/02/02 crpox ail peecrpauiiinoro noceinuenns 01.01.2099
Cepis nixapcrxoro zacoSy Me SS394 Kinekicts BBEsenoro nixapcekoro 3acofy §2368

Bupo6uux Pexxitr benkizep Xenckep Intepuewnsn Jlimiten, Bemka Bpuranis
{majiMenyBanHs BHPOGHMKa Hikapeskoro 3acoby, kpaiua MoXoiKeHHs)

Beeseno B Vxpaity ToBapucTno 3 o6mexenono Bianoriganbuicrio "PexxitT Benxizep
Xayexonp Eupg Xenc Kep Yipaina', inenr. won: 33696041

(HaHMeH}(BﬂHHH Ta rog 3 €PTIOY ropumirnol ocobu afo npisnuute, is'a, no Gatekon dusnal
ocobu - lllnl'lpHE:MLl}l, i} MICHB HPOH(I{HHHHR Ta chC’l‘paLllHHHH HOMED 0bmKoBol KapTKH naTHUKa
nomaTkie abo cepis Ta HoMep macrnopra)

Iporoxon izyannyore korrpomo six 15.01.2025 N 0060/9,

3a pesynnTataMMm  OEpKABHOTO KOHTPOIEKD BCTAHOBIEHO, OO nikapcekuit 3aci§ BBezemo B Ypalny 3
,IIOTpHMaHHHM BHMOT 33KOHOAABCTERA HIOM0 3abe3neye s skocti JiKapchKrux 3acobis,

Onera EPLOMEHKO

KOMTPOIIIO) (miznuc) (iniuianu Ta npizzuwe)




SKU 3081191 Wrecktt

Benckiser
COA VERSION 23 QUALITY CERTIFICATE / CEPTUOIKAT AKOCTI
JINAME OF PRODUCT: NUROFEN® CERTIFICATE/CEFTHOIKAT
HA3BA ITPOIYKIIL: HYPODEH® Ne 368815
|Country of manufacturing / Kpaina-supobunk United Kingdom Benuka Bpuranis
CERTIFICATE REGISTRATION NUMBER: UA/6313/02/02
HOMEP PECCTPAIIIIHOTQ IOCBITUEHHA: UA/6313/02/02
Strength / Potency: / Cuana i / AXTHBHICTR: IBUPROFEN 200 mg / IBYTIPOQEH 200 Mr
Dosage form / Jlikapeska dopma Coated tablets / Tabnerkn, xputi ofonoukoio
Package size and type / Poantip Ta Tin nakosamna Ne 12 (12 x 1) per blister / Ne 12 (12 x 1) y Giicrept
BATCH NUMBER / HOMEP CEPII: $5430 DATE OF MANUFACTURE: / JATA BHPOEHHUIITBA: 09 2024

. EXPIRY DATE / JATA 3AKIHUEHHA TEPMIHY

'‘BATCH SIZE / POSMIP CEPIi: 323 Ca PHEATHOCTY: _ 09 2027
Responsible for manufacture of the product, packing, Reckitt Benckiser Healthcare International Limited, Nottingham site, Thane Road,
quality control and release / Binnopiganeumnii 3a Nottingham, NG90 2DB,United Kingdom
supofunNTEO, TAKYBANNA, KOHTPOIB AK0eTI Ta Binyek |PexkiTt Benkizep Xenckep Tiwrepnewmn Mimiten, Horrinrem cajir, Teitn Poya,
lcepi'f' Horrinres, NG90 2DB, Benvika Bpurrauin
Manufacturmg Llcensel Jlinemnsia na Bnpoﬁlmm—so. 12862

'}1" M'ﬂ! OB ] aEok B by . L E P JIITE )
£ R FI i : -
’aiﬁﬂ Lﬁ ; ’é%m&?-ﬁgi At HANATYSIS
‘,111_'{&.{0;251,5 “!? : i‘ %: SErilitiniey Ig;is,mw-:ﬁaﬂnum %;ﬁﬁ(
m‘mﬁs i i e
Appearance (v:sual) / A white to oﬁ'-whlte, blconvex, sugar coated tablet prmted with
Onne (eizyansunii) an identifying logo in black on one face/ Bini aGo maibxe Gini Eonilis]
neoorryini TabneTkd, noxpurl HyKpoBoIo obomoHKOKY 3 B?ﬂ;l:);sae
inerrTHdikyIoTMM HAMMCOM YOPHOTO KONMBODPY 3 OHOT CTOPOHA s
TalNeTKH.
Identification / Izentudircauis Must comply with the approved test /
Ibuprofen (IR) / [ToyuRO BiANOBINATH 3ATREPKEHOMY METOLY. Complies / Binmorinae
IGynpodeny ( [Y-cnexrpockomnisn)
*Titanium dioxide / Must comply with the approved test / Complies / Bixnozinae
*Hiokena Tnrany Moo BiANOBiHATH 3aTBEP/IKEHOMY METOY. Last Tested / Jlata
OCTAHHBEOTO AHAMIZY:
04 2024
*Iron oxide / Must comply with the approved test/ Complies / Bi .
*Oxenp 3anisa IMosnHRO BiANOBINATH 3ATBEPIKEHOMY METOIY. 1‘:52 }I?:ste dl.?r‘;):gae
OCTAHHBOTO aHANI3Y:
04 2024
*Average mass (Eur. Ph. 2.9.5.) /
sCepennst maca (Esp. . 2.9.5.) 408 mg-450 mg / 408 Mr—450 mr 434 mg /mr
Disintegration / Must comply with requirements of Eur. Ph, 2.9.1./ Complies /
Poznaganun TlosunHO BinmorinaTy suMoraM Egp, @, 2.9.1. Bianosigac
** Dissolution / Must comply with the requirements of the USP, Not less than Complies / Bigmoninae
** Pozqiiiennsn 80% (Q) of the stated ibuprofen content dissolves in 60 Last Tested / Jlata
minutes./ Tlosutno Bipmopigaty sevorans USP. 3a 60xe ne OCTAHHEOrO Ananizy:
menute 80% (Q) six saneneHol kimwkocti B poaxini Crnag.
09 2024
*Microbiological Examonation /
*Mirkpobioaoriuna uncrora
Total viable count: 3aramsua kinekicTs XATTES AATHIG Complies / Bi :
" omplies / Bianosinac
Aerobic Bacteria / Aepofmx Gaktepiit (TAMC) < 10° CFU/g /<10° KYOIr LestTested illata
. . OCTaHHLOI'O aHani3y:
Yeasts and Molds / Opizoxesmx Ta micenesix rpubis | i3 <iiiz
kM) < 10° CFU/g / <107 KYO/r 07 2024
Escherichia coli Absentin 1 g/ Bigcyruictez 1 1.
Reckitt Bencklser PAGE1 OF 2
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SKU 3081191 Wrecuitt

Benckiser

Certification statement: / 3agsa npo cepradixaniio:

[ 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 specification in the Registration Dossier.
The batch processing, packaging and analysis record were in compliance with GMP.

[lunt & 3acaiggyio, W0 Hapelena BhLle indopMallia € focTonipHOw Ta TovHow. [lio cepito npoaykuil Gyno rupobneHo (BKNI0YA0YN NaKyBanHa / MapKyBaHHs) Ta
NpOBeEHC KOHTPOb 1T AKocTi Ha BHILe3asHayeHili ninsnnui y nosxilt sianosigrocTi 3 siMoramit GMP, BCTAHOBNEHEMH MiCUEBHM PECYNATOPHHM OPTAHOM, A TAKOHK
sinnoriano zo cnenidixadiit, wo MicTarec y peecctpaniitnomy Accse. porokonu BUpOBHIITEA, NAKYBAHNA Ta AHANI3IB GO IEPEMANYTO T4 BCTAHORISHO
BigmosignicTs GMP.

Comments /KomenTapi:

* The test for Uniformity of Mass (PhEur 2.9.5.) is performed on tablet cores in accerdance with specification number 55437, entitled Cores for Ibuprofen tablets 200
mg. / Tecr Onnopipnacti mack (PhEur 2.9.5.) sukonano Ha cepuesnHi Tabnetks y pianopinsocti Ao cnenwudixauit Ne 55437,

* One batch manufactured per year will be tested for compliance with these tests. / Tecr nposoxuTsex BiGipkoso Ha opiit i3 cepiit, ane e piawe ogHoro paty Ha pik.
** The first ten batches manufactured will be tested for compliance with this test followed by a minimum of one batch in every ten batches manufactured. / Tect
nposezieHo Ha nepiunx 10 cepinx ang nigrsepioxenta signoeinuocti. Iotiv nposoantsca wa oxniii i3 10 supofnennx cepifi.

"The batch size is indicated as cases quantity per manufectured batch. One case has 144 consumer packs.

Poauip cepil sazeanero Ax xinexiers kopoGis supoGienol cepil. Omuu xopoS MicTHTs 144 CNIOKHBYNK YIIAKOBOX.

Name and position/title of person authorizing the batch release /
Ilpisenue Ta nocaga/spanns ocofir, AKA BUAAIA JOIRIT HA BRIYCK cepil

Date of signature /
Hata mignncannsn:

-"'__\ %’acﬁron Eally signad by: Mandy
. o 3”3“‘" urmoos)
gnature:; N—% Reoeond approve thls document.

Signature / Iignuc

. . s
Mandy Turgoose. QP / Operations Quality Manager. Belar O 8024 4.3 CHTST
Eloctronfcally signed by: Androw Godber Efacironit lgnadt by: Philip Knight
Signature: Mok B e el s Signature: ¢ g s e e e
Date: Oct 3, 2024 19:58 GMT+1 ) E Brvor Gota. 2024 07:22 GMaTH1
Email: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
Reckitt Benckiser PAGE2 OF 2

Web:www.reckittbenckiser.com 03/10/2024 19:49




2

NEPKABHA CJIYKBA 3 JTIKAPCBbKHX 3ACOBIB TA KOHTPOJIIO 3A
BAPKOTHKAMH Y KHIBCBKIA OBJACTI

npoe. Ceitamaxoi Hapi, 3, m.KuiE, 02099, Ten/daxc: (044) 576-40-41
E-mail: dIs ko@dls.gov.ua, Kon €IPTIOV 37078774

BHICHOBOK
npo AKicTh BBe3eHOro B YKpaiHy JikapcbKoro 3acody

03.12.2024 Ne 61862/24/10

HYPOPCH®

(ualiMEHYBAHEA TiKAPCHKOTO 3ac06y 3riIHO 3 peecTpaliiimmM noCEiMEREAM)
tabeTkn, BKpHTi 0600nK0I0, 10 200 Mr; mo 12 Tabmetok y Gaicrepi; no 1 6aicTepy B
kaproudiii xopobui

{thopma BuITycKy, ZO3YBaHHS, B NAKYBanAHA NiKapchKoro 3acoby)
Honep peectpaniitroro noceinuenta UA/6313/02/02 crpok pii peectpauiiizoro nocsiauenns 01.01.2099
Cepia nixapcskoro sacoSy Ne SS480 KinbKicTs PEE3€ROTO NMikaposkoro 3acoby 46512

BupoGHRK Pexxirr Benkizep Xenckep Iureprewnn Jlimiten, Bemuxa Bpurania
(uaitmenyBanus BEPOGHUKA NiXapcEKoTO 3ac00y, KpalHa OXORKCHH)

Beeaero B YkpaiHy ToraprcTBo 3 o6MexeH0I0 BignoBinaasHicTIo "PexxiTT Bexkisep
Xaycxona Enn Xenc Kep Ykpaiua", inenr. xon: 33696041

(uatiMerysarud Ta xof 32 CJIPIIOV ropuawunol ocobr abo npissuime, in's, no GarbkoBi disuanol
ocobu - mignpuesng, i Micue NpoKHBAHAA T4 peccTpaliiintit HoMep o6nikoBol KapTKY MNATHHKA
noAatTkie abo cepis Ta HoMep macmopTa)

IIpoTokox sisyansHore konrpomo six 27.11.2024 Ne 3724/2.

32 peaynbTaTaMH HAEpKABHOTO KOHTPONIO BCTAHOBNEHO, IO Nikapchxuif 3aciG BeeseHo B VYxpainy 3
JOTPHMAHHAM BuMOr 3aKOHOMABCTEA INONO 3a0e3e e A AKOCTI Jikapebkex 3acobis.

-
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SKU 3081191 Wreckitt

Benckiser
COA VERSION 23 OUALITY CERTIFICATE / CEPTHDIKAT AKOCTI
NAME OF PRODUCT: NUROFEN® CERTIFICATE/CEPTH®IKAT
HA3BA IPOIVEINL: HYPODECH® Ne 363814
Country of manufacturing / Kpaina-supofinnk United Kingdom Benauxa Bpuranin
CERTIFICATE REGISTRATION NUMBER: UA/6313/02/02
HOMEP PECCTPAIIHHOIO NOCBLXYEHH: UA/6313/02/02
Strength / Potency: / Cuna i / AXTuBRicTE IBUPROFEN 200 mg / IBYTIPODEH 200 mr
Dosage form / Jlixapeora dopma Coated tablets / Tabnerxy, BKpHTi 0G0I0HKOIO
Package size and type / Posmip Ta Til IaK0BaHRA MNe 12 (12 x 1) per blister / Ne 12 (12 x 1) y Guicrepi
BATCH NUMBER / HOMEP CEPIi: $5398 DATE OF MANUFACTURE: / IATA BHPOGHUIITBA: 09 2024
X EXPIRY DATE / JATA 3AKIHUEHHA TEPMIHY
'BATCH SIZE / PO3MIP CEPII: 263 Ca IPUIATHOCTY: 09 2027
Responsible for manufacture of the product, packing, Reckitt Benckiser Healthcare International Limited, Nottingham site, Thane Road,
guality control and release / Binnosizannumnii 3a Nottingham, NG90 2DB, United Kingdom
BRPOGUINITEO, TAKYBANNS, KONTPOAL KKOCTI T2 BUNYCK Pexwitr benkizep Xenckep lurepnenmn Jlimiren, Horrinrem cajit, Teitn Poyn,
cepfi: Hotrinren, NG90 2DB, Bemika bpuranis
Manufacturing Licensel JIiueuain Ha BHPOOHUITBO: 12862
A DTt A S _n_ Lt i Sddac, A q_fz‘ A8 i ‘“’W
S ﬁ 1}3 e & 5‘= ﬁﬁﬂ”ﬁ&m ysist] x}}%
B \ﬁ‘ﬁm a.:n r 4 fﬁv‘r{{:’-’ E{lfl Fii %ﬁ%ﬁ b1 gl ‘i 'Iy %E
R RO AR SALANTEAR i 1—- PE3Y, mEx
gwaﬁmj;wm S B - !
Appearance (visual) / A white to off-white, biconvex, sugar coated tablet printed with
Onue (Bisyaasunii) an identifying logo in black on one face/ Biaf aGo maibtxe Gini Rl
meoOTyKH TAGNeTkY, NOKpHTI Lykposolo oCoNOHKOI 3 B?mgl:fs
ineHTHQIKYIOUHM HAMMCOM YOPHOTC KONLODY 3 QUHOT CTOpOHM PRI
TABNETKH.
Identification / IpenTndirania |Must comply with the approved test/
Thuprofen (IR) / TTOBHHHO BIANOBLIATH 3aTREP/DKEHOMY METOLY. Complies / Binmozigae
I6ynpoteny ( IM-cmexTpockotin)
wrive s A ;
*Rtanct:m dioxide / gust comp!y w:t%x the approved test/ Complies / Biznoninae
fokena THTARY OBVHHO BiANOBIOATH 3ATBEPIFKEHOMY METOAY. Last Tested / ara
QCTAHHLOTO GHAII3Y:
04 2024
*Tron oxide / Must comply with the approved test / Complies / Bi "
*Oxcun 3aniza FIOBHHHO BIANOBIAATH 3aTBEPIGKEHOMY METOLY. ir:; EF:ste dlﬁ:;s A
OCTRHHLOI'O aHanisy:
04 2024
*Average mass (Eur. Ph. 2.9.5.)/
«Cepents maca (Eep. ©. 2.9.5.) 408 mg - 450 mg / 408 mMr—450 mr 434 mg /Mr
Disintegration / Must comp!y wit? requirements of Eur. Ph. 2.9.1./ Complies /
Po3magaHns ITonuuHo pignosinats sumoran Epp. @. 2.9.1. Rinnosinae
## Dissolution / Must comply with the requirements of the USP. Not less than : : :
Complies /B
% Po3unHenHy 80% (Q) of the stated ibuprofen content dissolves in 60 ?_‘r:i ?:stedﬁ;:: %
minutes./ [Tosrrto signosigaTy Bumoran USP. 3a 60xs ne OCTAKHBOTO ARANizy:
senme 30% (Q) rin 3aasnesol kinskocTi B posaini Crirag. ’
S 09 2024
“Mierobiologieal Examonation /
*MikpoGionoriuia ugcroTa
Total viable count: 3aransHa KUTBKICTh XATTEAATHIX . .
opramiaMis: Complies / Bianosizae
Aerobic Bacteria / AepoGmm Gaxrepiit (TAMC) < 10° CFU/g / <10° KYO/r J . Last Tested / }laTa
Yeasts and Molds / pixcxesttx Ta Imnicenesux rpubis 2 2 e
Escherichia coli Absent in 1 g/ Bigeyrnicres 1 1.
Reckitt Benckiser PAGE 1 OF 2
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SKU 3081191 R -

Benckiser

Certification statement: / 3asna npo cepridiramio:

[ hereby certify that the above information is authentic and aceurate. This batch of product has been manufactured, including packaging / labelling and quality conrol
at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the specification in the Registration Dossier.
The batch processing, packaging and analysis record were in compliance with GMP.

LTum 7 3acBiguyI0, Mo HaneneHa Blie indopMania € JocToBipHOr Ta TowHow. Lo cepiio npojyxuii Gyno mipobneno (pr0Ya0YH NaKysasHA / MADKYBaHHK) Ta
NpOBEAEHO KONTPONE Ti A%0cTi Ha BiIelaznaveHiit aineHnni y nosuili sinnosinsocti 3 Bisorany GMP, BCTAHODNEHHMIL MiCUEBHM PErYRATOPHIM OPrAHOM, A TAKOH
Bignosigso 1o creundiradii, wo MicTATECA ¥ peccTpaniiiHoMy aocke. [lpoToxony BupoSHIITES, HAKYBAHHA TA AHAIB GY/I0 NEPErAAHYTO TA BCTRHOBACHO
Bignosizdicrs GMP.

Comments /Konernrapi:

* The test for Uniformity of Mass (PhEur 2.9.5.) is performed on tablet cores in accordance with specification number 55437, entitled Cores for Ibuprofen tablets 200
Img. / Tecr Qanopiarocti maci (PhEur 2.9.5.) sukonano ua cepiienuni TaGnerxy y sianopignocti fo cneuubixanii Ne 55437.

* One batch manufactured per year will be tested for compliance with these tests. / TecT nposomTbea BGipkoBO Ra opHiit i3 cepiit, ane ue pinwe oAROro pasy na pix.
** The first ten batches manufactured will be tested for compliance with this test followed by a minimum of one batch in every ten batches manufactured, / Tecr
rpoeepeHo Ha nepunnk 10 cepinx ana nigreepmxents signosianocri. ITorim nposoaurseA Ha onuili i3 10 sipolaenux cepiit.

'The batch size is indicated as cases quantity per manufectured batch. One case has 144 consumer packs.

Poanip cepif zazeateno Ax Kinbkicts kopobis supobnenoi cepil. OanH xopob MicTiTE 144 CHOMHBYIK YNAKOROK.

Name and position/title of person authorizing the batch release / Sipnature /I Date of signature /
: . ignature / Iignue .
Ipissime Ta nocapa/ssanns ocoly, AKa BANA JO3BIA HA BHIIYCK cepil & Hara nignuncanus:
—-T'— ?'aclmr feally signad by: Mandy
. . 9 . ‘-‘{333”’" urgoodga
Mandy Turgoose. QP / Operations Quality Manager, Sgnature: ) Reasor] | apprava thls document.
Date: O}t 7, 2024 14:38 GMT+1
Errsile—toandis turgnnenireckitt com

. Efg?;!ﬁfbf i'r]gnudr r.[I:y: A?g;.-,aw Gadber Elsctronically signed by: Phiiip Knight
Signature:  Midke e hoiaotorof s Signature: @ o e
Dala: Oct 3, 2024 19:46 GMT+1 Date: Oct4. 2024 07:21 GMT+1
Email: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com

Reckitt Benckiser o e PAGE 2 OF 2
Web:www.reckittbenckiser.com ©--03/10/2024 19:43




JIEPYKABHA CJIVIKBA 3 JUKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCLKIN OBJIACTI

npoB. Ceitmaunoi Hanil, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €IPTIOY 37078774

BICHOBOK
PO AKiCTH BBe3eHOro B YKpaiHy JikapebKkoro 3acoly

05.03.2025 Ne 8943/25/10

HYPODEH®

(uaiiMenynauns nikapcskoro 3acofy srifHo 3 peecTpaniiinuM NocBigIeHHAM)
Talnerku, BkpuTi 0601081010, 0 200 Mr; no 12 TabGaerok y Gaicrepi; mo 1 Gaicrepy B
KapToHHiil Kopobui

{dhopMa BUTEYCKY, A03YBAHHA, B NAKYBAHHA TiKapCceKOTO 3ac06y)
Howmep peccrpaniiioro moceimsenns UA/6313/02/02 crpox aii peecrpaniiinoro nocsinuenss 01,01.2099
Cepis nirapeskoro 3acoby Ne SS398 KinpkicTs BBe3eHoro nikapeskoro sacofy 6336

Bupo6uuk Pexxirr Benkisep Xenckep Iureprernnn Jlimiten, Benuka bpuranis

(HaliMenyBanHA BHPOOHUKA Jlikapckkoro 3aco0y, KpalHa NOXOMKCHHA)

Breaeno B YxpaiHy ToeapucTeo 3 o0Mekenoro sixnopixanenicrio "Pexxirt benkizep
Xaycxong Eng Xenc Kep Vxpaiua', inenr. xon: 33696041

(maiimenysanna Ta xon 32 €PTIOY 1opuyasoi ocobu abo npissuime, iM'a, no batekosi diswmamnol
ocobu - nignprenns, i Miclie MPOKHBAHHA Ta peecTpauiiinmit Homep 06nikoBoOY XapTHA WIATHEKA
nozartkis afo cepif Ta HoMep nacoopTa)

IlpoToxon eisyansuero xorrpomo sig 27.02.2025 Ne 0583/7.

3a pesyneratamd JCpXaBHOTO KOHTPONIO BECTAHOBNEHO, IO JikapchkuH 3aci6 Beeseno B Vipainy 3
ACTPHUMAHHAM rHMOT 3aKOHONABCTEA MO0 3a0e3MevenHs AKocTi NiKapceKiX 3a¢00is.

% - Omsra €PLOMEHKO

0 XOHTROND) {nianuc) (In_i_uinnur'mvnquaume)




IR

SKU 3031191

‘;hkeckitt ;/

Benckiser

' _(
""‘0 A VERSTION 24 QUALITY CERTIFICATE / CEPTH®RIKAT AKOCTI |
NAME OF PRODUCT: NUROFEN® CERTIFICATE/CEPTH®IKAT l
HA3BA TPOIYKINT: HYPOQECH® Ne 372131

Couniry of manufacturing / Kpaia-pupodrni United Kingdom Bennka Bpuranin i
LCERTIFICATE REGISTRATION NUMBER: UA/6313/02/02 b
FIOMEP PEECTPAINIHOO IOCBITYEHHA: UA/6313/02/02

Strength / Potency: / Cuaa aii / AkTRBHICTS: IBUPROFEN 200 mg / IBYIIPOGEH 200 Mr

Deosage form / Jlikapenka hopma Coated tablets / TaBnetxu, Brprri 060JI0HKOIO

Package size and type / Po3ntip Ta THI naKonanus Ne 12 (12 x 1) per blister / Ne 12 (12 x 1) y 6nicrepi

BATCH NUMBER / HOMEP CEPIf: ST446 DATE OF MANUFACTURE: / JATA BUPOBHHIITBA: 09 2024

EXPIRY DATE / JATA 3AKIHYUEHHA TEPMIHY
'BATCH SIZE / POIMIP CEPIL: 277Ca IPHIATHOCT: 09 2027

Responsible for manufacture of the product, packing,
quality control and release / Binnmorizanuunii 3a
BIPOGHRITED, NAKYBAHHA, KOHTPO/IE AKOCT T2 BHIYCK
cepii:

Reckitt Benckiser Healthcare International Limited, Nottingham site, Thane Road,
Nottingham, NG90 2DB, United Kingdom

Pexkitt Genxisep Xencrep Inrepreun Jimiten, Horrinrem caiir, Teitu Poyz,
Hotrirrem, NG90 2DB, Benuka Bpurania

Manufacturing License/ J'Iiuemin ua Bl!poﬁlmumw
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A whlte to off-white, blconvex, sugar coated tablet prmted with
an identifying logo in black on one face/ Bini afo maiixe Gimi

Ioynpogeny ( II-cnexrpocionis)
*Titanium dioxide /
*IiokcHX TRTAHY

| . ; Complies /
: apoomykni TabmeTks, NOKPHTI uykpoBolo o00ONOHKOIO 3 Binnesizac
inenTudixyrouum HamicoM IOPHOIO KOAKOPY 3 GAHOL CTAPOHH
TabneTKu.
Identification / Iuentudinauin Must comply with the approved test/
Ibuprofen (IR) / [MoBHHHO BIANOBINATH 3ATEEPIKEHOMY METOLY. Complies / Biznorinae

Must comply with the approved test/ Complies / Binosinae
TlosnHHO BiANOBiNATH 3aTREPAKEHOMY METOLY. Last Tested / Jlara

OCTAHHLOTO AHANI3Y:

04 2024
*Tron oxide / Must comply with the approved test / Complies / Bi .
*Oremy 3amiza TToBHHHO BiENOBLIATH 3aTBEpIKEHOMY METORY. i‘:; }[?sstedl'?rg::: &
OCT2HHEOTC aHali3y:
04 2024
*Average mass (Eur, Ph, 2.9.5.) /
\Cepemts: maca (Enp. ®. 2.9.5.) 408 mg - 450 mg / 408 pr —450 mr 435 mg fur
Disintegration / Must comply with requirements of Eur. Ph. 2.9.1./ Complies /
Posnananna ITosuuHo BignosinaTy Bumoran Eep, &, 2.9.1, Binnosinae
#* Dissolution / Must comply with the requirements of the USP. Not less than Complies / Bianosinac
** Po3unnenss 80% (Q) of the stated ibuprofen content dissolves in 60 Last Tested / JTara
minutes./ [Toereno Bignosinary eyumoran USP. 34 60xs ne OCTAHHEOTO AHani3y:
merme 80% (Q) six zansnenof kinskocrti B posaini Crolag.
102024

*Microbiological Examonation /
*Mikpobiomoriuna uncrora

Total viable count: 3aranbHa KiMBKICTB XUTTE3RATHIX
opraniaMis:

Aerobic Bacteria / AepoGrux Gaxrepiit (TAMC)

Yeasts and Molds / Apixoxennx ta muicenesux rpubis
(I'YMC)

Escherichia coli

Complies / Bianosinae

< 10° CFU/g /<10° KYO/r o]t Tested [ Jlata.
PR OCTAHHEOTO aHaNi3y:
< 10% CFU/g /<10> KVO/r S . 072024

Absentin I g/ Bigeyraicte 5 1 1. i
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SKU 3081191 Y it

Benckiser

Certification statement: / 3assa npo ceprudixanito:

I 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 specification in the Registration Dossier.
The bateh processing, packaging and analysis record were in compliance with GMP.

Lline % 3aCBingYI0, L0 HABCASHA Bitlue indopmauin € gocTopipro Ta ToHoMw. Mo cepito npoayxiil Gyno BupoGieHo (BrAKMANGHH NaKysanHs / MAPKYBAHHS}
HPORSHEHO XOETPONA 71 ARCTI Ha BUIesatadeniit Ainsnami y nosuii BinnoBiMHOCTI 3 BHMOTaMI GMP, BCTaHOBNEHHMHA MICUEBHN NErYIATOPHAM OPraHoM, a TAK0XK
miznosinno Ko cremydixadiii, mo MieTarscs y peectpallifinomy Acce. IpoTokoni BEPODHANTEA, NAKYBAHIA TA aHani3is Gyno NeperngHyTo T4 BCTAHOB/IEHO
sinnosiguicts GMP.

Comments /IlomenTapi:

* The test for Uniformity of Mass (PhEur 2.9.5.) is performed on tablet cores in accordance with specification number 55437, entitled Cores for Ibuprofen tablets 200
mg. / Tect Onnopinxocti mack (PhBur 2.9.5.) BukoHaHo Ha cepuesnni TaGeTkH y pignosinaocTi o cneduhikauil No 55437.

* One batch menufactured per year will be tested for compliance with these tests. / Tect nposonuTsca BiGipkoro Ha ofuii i3 cepili, ane e PiAtite OAHOTO PA3Y HA PiK.
*+ The first ten batches manufactured will be tested for compliance with this test followed by a minimum of one batch in every ten batches manufactured. / Tect
nposeneto Ha nepmirk 10 cepiax ans nimmsepspxenna siznopigroct. ITotiM nposonkrtbes He oxkil i3 10 Bipobnenitk cepiit.

IThe batch size is indicated as cases quantity per manufectured batch. One case has 144 consumer packs.

Poamip cepif 3a3eayeno sk kinbkicts xopobis BHpoGneHai cepil. Ogun xopob MicTHTE 144 enoxctBLIX YRAKOBOK.

Date of signature /
Hara nianncaunsn:

I —-‘F— ?ﬂcﬂ'\!’r feally signed by: Mandy
] gnature: r% @ R:'g:;f GJ spprova this doctiment.
Dato: Cft 31. 2024 08:57 GMT
Email: mandy.turgoose@reckitt.cor

Name and position/title of person authorizing the batch release /

. . ; Signature / ITi
Mpisenme Ta nocafa/asanns ocobis, AKA BHIAAA UIBLI N2 BHIYCK Cepil gnatuee] Mignax

Mandy Turgoose. QP / Operations Quality Manager.

"

Eloctronicaly slgnad by: Androw Godbar Eloctronically signed by: Phifip Knlght
Signature: “M" ng::;f;ﬂ!famh‘mauMora{Ws Signature- @ g%gfﬁfrng’vzggﬁew{dmﬂp ki
i . . - [T
) Dala: Oct 25, 2024 15:52 GMT Dalo: Oct 30, 2024 13:50 GMT
Email: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
o>
Reckitt Benckiser PAGE2 OF 2
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AEPKABHA CJIYIXBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCBKIU OBJIACTI

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

BHCHOBOK
PO SAKICTH BBE3CHOI0 B YKpaiHy JikapcbKoro 3acoly

12.03.2025 Ne 11092/25/10

HYPOOQCH®

(maiiMeHyBaHHA HiKapcLKOro 2acofy 3rinmo 3 peecrpaniitanm mocEizeH M)
Tabnerxu, BRpuTi 060a0HK0I0, 0 200 Mr 1o 12 TaGmeTox y Gaictepi; no 1 GricTepy B
KapTCGHHiH Kopobui

{(dropara BHOYCKY, N03YRAHHA, BUL NAKyBAHHA Nikapeskoro sacoby)
Homep peectpaniftnoro noceinuenns UA/6313/02/02 crpox xii peecrpaniiizoro noceirenna 01.01.2099
Cepia snikapesxoro 3acaby No ST446 Kinexicts pBe3enoro nikapeskoro sacoby 39888

Bupo6uuk Pexxitr Benkizep Xenckep Inrepuermsn Jlimiten, Bemuxa Bpuranin

{HaiivenyBanma BHpOGHIKA NiKapcekoro 3acoby, Kpaina TIOXOMKEHHA)

Beeseno B Yipainy Toeapucreo 3 o6mesxenow BinnmoBigansHicTio "Pexkirr Benkizep
Xaycxong Eng Xenc Kep Yipaina®, igenr. xox: 33696041

(maiivenysanns Ta kox 3a CJPIIOY oprmirot ocobu abo npisemine, iv's, no GaTexosi dizrrarol
ocoGu ~ mianpresiy, 1f Micne npoxuranus Ta peecTpanifamit RoMep 06nikoBoT KEPTKH IIATHHKA
nogatkie aG0 cepift T2 HOMED MacropTa)

Iporoxon sisyansHoro kourponro wig 10.03.2025 Ne 0703/11.

3a pesyNBTATAMH [NEPWARHOTO KOHTDONMO BCTAHOBNEHO, INO JIKAPCHKHMit 3aci6 BBescHO B Vipainy 3
AOTPHMAHHSIM BHMOT 3a8KOHONABCTEA IO 3aBe3MeEHHR AKOCT NKAPCHKIX 3acobiB,

Onera EPLOMEHKO

' {minnnc) (iniufany Ta npizoyne)




IEPXKABHA CJIVIKBA 3 JJIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKI OBJIACTI

npos. Caitmrmol Haai, 3, MKufe, 02099, Ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €PIIOY 37078774

BHCHOBOK
Npo AKiCThL BBe3eHOro B YKpainy JikapcbKoro 3acoby
14.04.2025 Ne 17150/25/1011
HYPOOEH®

(nailMerysamm aixapcexoro 3acoSy Irigo 3 peectpanifinum TIOCBIAYEHHAM)
Ta6aerkn, BkpuTi o6ostonxoro, no 200 Mr no 12 Tabrerox y 6aicrepi; no 1 Gaicrepy B
xapronnifl xopobui
{topma BHITYCKY, 103YBAHHA, B NAKYBAHHA JIKAPCHXOO 3acoby)

Homep peecrpantiinoro nocaimuents UA/6313/02/02 ctpox aii peectpauifinoro nocsinuenna 01.01.2099
Cepix nixapcexoro 3acoSy Ne TB528 Kinskicts BBe3etoro fikapcskoro 3acoby 25344

Bupobuuk Pexxitr Benkizep Xenckep Inrepuemun Jlimitea, Benuxa Bpuranis
(uafmenynanma supobruxa mikapcsxoro 3acofy, Kpaina NOXOLKCHHSR)

Bseacro 8 Vkpaity TosapucTso 3 06Mexenolo Bianosizaabaictio "PexkirT Benkizep
Xaycxoan Ena Xeac Kep Ykpalua®, inenr. xon: 33696041

(ualtvenysarus Ta X0 3a EJPIIOY ropuxmrmol ocobu a6o npispnuue, iM's, no Garroai diziamol
ocobu - mimmpuemns, 1T Micue mpoxusania Ta peccrpauifinnit somep obnixosol xapTky AnaTHHKa
noaarkis a0 cepis TA HOMep macnopTa)

Tporoxon sisyansuoro xourpoato sin 04.04.2025 N 1086/7.

3a pesyNsTATaMH JEPKABHOTO KOHTPOMO BCTAHORAEHO, (no JikapchkuMt 3aci6 BeescHo 8 Ykpainy 3
JOTPHMAHHAM BuMOr 32KOHOAARCTBA WOAO 3a5€3MCICHHA AKOCTI iKapChRHX 3ac0bis.

Osmra EPBOMEHKO

(ntannc) (imintam Ta ripissxnc)

e
JIOKY MEHT
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SKU 3081191
Benckiser
COA VERSION 24 UA RTIFICATE / CEPTH®IKAT AKO
NAME OF PRODUCT: NUROFEN® CERTIFICATE/CEPTH®IKAT
HA3BA NPOJYKIIL: HYPODEH® Ne 380292
Country of manufacturing / Kpaina-snpobunx United Kingdom Benvxa Bpuranin
CERTIFICATE REGISTRATION NUMBER: UA/6313/02/02
HOMEP PECCTPALIIHHOI O TOCBUTYEHHSI: UA/6313/02/02
Strength / Potency: / Cnna ail/ Axrussicrs: IBUPROFEN 200 mg / IBYTIPO®EH 200 mMr
Dosage form / JIixapcbxa dopma Coated tablets / Tabnerxu, sxpuri 06010HX010
Package size and type / Posmip Ta TAT nakonanuu Ne 12 (12 x 1) per blister / Ne 12 (12 x 1) y 6nicrepi
BATCH NUMBER / HOMEP CEPII: TBS28 DATE OF MANUFACTURE: / IATA BUPOBHHIITBA: 12 2024
. EXPIRY DATE / JATA 3AKIHYEHHS TEPMIHY
'BATCH SIZE / PO3MIP CEPI!: 797 Ca TPHIATHOCTI: 12 2027

Responsible for manufacture of the product, packing,
quality control and release / Bizxnosinansnnit 3a
3npOoSHRUTEO, NAKYBANHN, KOHTPOJL AKOCTI TR BROYEK
cepil:

Nottingham, NG90 2DB,United Kingdom

Reckitt Benckiser Healthcare International Limited, Nottingham site, ite, Thane Road,

Horrinrem, NG90 2DB, Bermxa bpurania

Pexxitt benkizep Xenckep lurepueunin Jlimites, Horrinrem caitt, Teftn Poya,

Manufacturin Llcensel Jlluensia na BY oﬁnmnuo.

Appearance (visual) /
Onne (sisyannaait)

12862

an’identifying logo in black on one face/ Bimi a6o matbxe Gini
msoomyxni Tabmetxy, Noxputi Hyxpomowo o080JOHKOIO 3
inenTH}iXyI09MM HANHCOM OPHOIO KOMBLOPY 3 OAHOI CTOPOHH
TabneTxn.

A whne to off-white, blconvex. sugar wated tablet pnnted with

Complies/
Biznosinae

Identification / Izeurndixanis
Ibuprofen (IR) /

I6ynpodeny ( I-cnextpocxonin)
*Titanium dioxide /

*ioxcng THTARY

*Iron oxide /
*Oxcnna 3anisa

Must comply with the approved test /
[ToruHHO BiAOOBINATH 3ATBEPHKCHOMY METOAY.

Must comply with the approved test /
TToByHHO BiAMOBiNATH 3aTBEPIKCHOMY MCTOY.

Must comply with the approved test /
[MosuHHO BiANMOB{AZTH 3aTBEPIKEHOMY METOZY.

Complies / Bianosinac

Complies / Bianosinac
Last Tested / Jata
OCTAHHBOTO aHANI3Y:

04 2024
Complies / Bianosimae

Last Tested / ata
OCTaHHBOIO aHanizy:

04 2024
*Average mass (Eur, Ph, 2,9.5.) /
»Cepeans mace (Esp. @, 2.9.5.) 408 mg - 450 mg / 408 mMr — 450 M1 428 mg /Mr
Disintegration / Must comply with requirements of Eur. Ph. 2.9.1./ Complies /
Posnaganus [MoBuusno sinnosinatu sumoram Esp. ©. 2.9.1. Bianosizac
** Dissolution / Must comply with the requircments of the USP. Not less than ; ; :
: )}
*+ Posunnennx 80% (Q) of the stated ibuprofen content dissolves in 60 B Tl
|minutes./ TTosmino sianosinarn sumoram USP. 3a 60xs He OCTAHHBOFD aHANI3Y:
memme 80% (Q) mix saxanenol xinskocri 8 posaini Cxnan. '
012025

*Microbiological Examonation /
*MixpoGiosoriuna uncroTa

Total viable count: 3aransua KinbkitTs XUTTEIRRTHHX
OpranisMis:

Aerobic Bacteria / Aepo6uux 6axrepiit (TAMC)
Yeasts and Molds / Jipiscoxesux Ta nnicenenux rpubis
(TYMC)

Escherichia coli

< 10° CFU/g /<10° KYOnr
< 10% CFU/g /<102 KYO/r

Absent in 1 g /Bincytnicts 2 1 1.

Complies / Bianosinae
Last Tested / lara
OCTaHHBOIO AHANI3Y:
07 2024

Reckitt 8enckiser
Web:www.reckittbenckiser.com




SKU 3081191 Frecuitt

Benckiser

Certification statement: / 3axza npo cepradixauio:

I hereby certify that the above information is authentic and sccurate. This batch of product has been manufactured, including packeging / labelling and quality control
at the above mentioned site(s) in full compliance with the GMP requirements of the Jocal Regulatory Authority and with the specification in the Registration Dossier.
The batch processing, packaging and analysis record were in compliance with GMP.

Llum ¥ 38CBiATY10, MO HABCACHA BHIIE ifGOPMAILIX € JOCTORIPHOIO T8 TOUHOIO. 1lo cepito npoyxuil 6yn10 BUpoGACKO (BRTIOTAIOUH NAXYBAHHS / MapxyBans) Ta
nposezeno xottpons I axocTi Ha BuesaTHAMERif ninsuuai y noexifl siznosiguocTi 3 sumoramn GMP, scranosnenumy MiCLIEBM PErYNATOPHHM OPraHOM, 3 TAKOX
Jnianosizno a0 cnenndixadifl, mo MicTaTECE y péecTpaniinoMy aocse. [IpoToxonn BHPOGRHUTEA, NAKYBANH T2 ananizis Syno NepErnRHYTO T2 BCTRHOBNCHO
sinnosinnicrs GMP.

Comments /Komentapi:

s The test for Uniformity of Mass (PhEut 2.9.5.) is performed on tablet cores in accordance with specification number 55437, entitled Cores for Ibuprofen tablets 200
mg. / Tecr Ozuopinrocti mack (PhEur 2.9.5.) snxonsno ua cepucanui Tabaerxn y nignosinnocTi no cneundixauil Ne 55437,

[' One batch manufactured per year will be tested for compliance with these tests. / Tect nposoauTsCcx suGipxoso Ka oxuill i3 cepifl, ane He piawe 0AHOrO pasy KA pix.
*¢ The first ten batches manufactured will be tested for compliance with this test followed by a minimum of one batch in every ten batches manufactured. / Tect

nposencHo ia nepmmx 10 cepinx nx mizrsepoxenny sianosianocti. Motin npozoaxTses Ha onuitt i3 10 supoGnenux cepift.

1The batch size is indicated as cases quantity per manufectured batch. One casc has 144 consumer packs.

Poauip cepil 3azeaueno ax xinsxicrs xopobis snpoSnenol cepil. Oann xopoS MicTHTL 144 cnoxuBYMX YNaKoBoK.

Signature / Iliannc Dtk of‘slgnature !
JlaTa nignncanns:

Name and position/title of person authorizing the batch release /
Mpissnme Ta nocaa/ssannn ocobn, xKa surana go3sin aa sunycx cepif

Elactrongafly signed by: Marths
stnature: ,WW! Mukangq

Martha Mukange. QP / QA Technical Support Manager. s::% m@:mﬂ
Email; Martha.Mukange@reckitt.con

Etectronically signed by: Andrew Godber Elactronicatty signed by: Piwip Knight
Signature;  Moke Season: [ sih e suthor.of e signature: < é Reason: | have reviewsd this

document documen
Date: Jan 23, 2025 17:18 GMT Datw: Jan 24, 2025 11:06 GMT

Email: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
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