IEPKIIKCITYKBA
)IEP)ICABHA CIHYXEBA 3 JIKAPCEKHX 3ACOBIB TA KOH’I‘POJIIO 3A

HAPKOTHKAMM ¥ KHIBCHKIH OBJACTI

npocnext Banepin JloGaHoscskoro, 51, M. Kuie, 03110, ren/dare; (044) 2753030
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.na, Kon €J[PTIOY 37078774

BUCHOBOK
TIpO AKiCTh BBE3¢HOTO B YKpainy Jikapesikoro zacofy

23.11.2020 ' Ne 61974/20/10

HYPOOCH®
(mﬁmcﬂyaaum RIXaPCEXOTO 38cofy SF{HO 4 peeeTpaniiinny nocRiTaeHRIM)
Tabaerkn, BRpATI 0fooEK0©, mo 200 Mr; ne 12 Tabnerok y Gaicrepi; mo l Gaicrepy B
gapromuii kopobii
(opma BHITYCKY, A03YBSHHA, BHA MAKYHAHRA NKAPCLKOTO 3a006Y)

Homep peccTpaniiaoro nocrizienys UA/6313/02/02 CTPOK Af peectpanilirore noceigeenns 01.01,2099
Cepin nikapcsroro sacefy Ne KIM748 Kimxxiers speacrors nixapesxoro sacoby 219600

Brpotiuuk Pexkitr Benxisep Xenckep Inrepreinnn Jlimitexn, Bannka Bprranis
{natineaynany pupobxkKa aikapeixoro 3acoly, ¥paTHa MOXOXXEHHN)

Baeaero B Yipalny TosaprcTBO 3 o6Mexerol pimmosinanericTIo "PexkirT Benkizep
' Xaycexomn Eng Xene Kep Yipaiua®, inenr, xon: 33696041

(uatinexynauuy Ta xoa 3a COPTIOY wpnaueaol ocobu 860 npizeRme, iM's, no SaTukom! diznynol
ocofiy - manpHedi, T7 Mitue nposwzars T8 peecTpuGRAS BoMep 0ORIXOROT XAPTKA TUIATHWKA
nosaTxis afo copis TR HOMEP HUCTIOPTE)

Tporoxoa pisyansnoro kourpomo bix 13.11.2020 xa 3949/1.

32 pesyNLTATEME [QCPEABHOIO KOMTPONIO RCTAHOMIERO, WO Jikepewkuii 3aci eseseHo B Ypailmy 3
KOTPHMAH MMOY 3RKOHOMABCTBA 1010 3a6eanese R focTi Nikapekrx 3acobis.

\ : Onexcifi CONOTPAIL

\'(’ni.unm) . 5 (Eniuiann ¥a mpisanie)
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SKU 3081191 Freckitt
Benckiser
COA VERSION 12 QUALITY CERTIFICATE / CEPTHERIKAT AKOCTI
NAME OF PRODUCT:  |[NUROFEN® CERTIFICATE/CEPTHDIKAT
HAZBA TPOAYKUIL:  |HYPOOEHR Ne 242013

Country of manufacturing / Kpuina-supobuax

|United Kingdom Benwxa Bpurania

CERTIFICATE REGISTRATION NUMBER:

UA/6313/02/02 from 12.06.2017 till unlimited 1egisiration

HOMEFP PECCTPALIAIIOrO ROCBIAHEHNA:

UA/6313/02/02 Bz 12.06.2017 pificke ne HeofmexcHufl

Sirengih / Potency: / CAna ail / AxTranicrs:

(BUPROEEN 200 mg / IEYTIPO®EH 200 mr

Doyage form / Jlixapcuka dopma

Coated tablets / TafeTkK, BXpHTL 00000HKOIO

Puckage size and type / Poamip Ta TN RAKABIRBA

INe 12 (12 x 1) per blister / Ne 12 (12 x 1) y 6nicrepi

BATCH NUMBER / HOMEP CEFIL:  [KM748 DATE OF MANUFACTURE: / JATA BHPOBHHLTBA: Sep-20
: S— EXPIRY DATE / IATA JAKIIIEHHA TEPMIHY
'BATCH SIZE / POIMIP CEPIL: 1525CA  {oparhocTr: Sep-23

quality confrol and release | Bianoslzaasanii 1a
anpuGuBITHE, UAKYBANAL, KOWTPOAS AKCCTI TA
BROYCK CEpilt

Responsible for manufacture of the product, packing,

Nottingham, NG 2DB,United Kingdom

Hoyrinres, NG90 2DB, Bonuka Bputaitia

Reckiit Benckiser Healthcare International Limited, Noltingham site, Thane Road,

DewkiTr Lenkilep Xenckep InTeprenlid fliMitea, Horrikres caiiT, Tehn Poya,

Manulaeluring Licente! Tinenrin as BupoGunnTeo:

12862

Certificate of GMP compliance of listed site /
Ceprudieat rianosinaocti GMP a0R 3asnaycaoy

UK MIA 12862 Insp GMP/IMP 12862/115098-0020

*Iron oxide /

aineABOl .
] 1, o . N T RESULISOF '«
. TESTS ..° = LIMITS s ANALYSIS -
v -0 IOKASHHKH ‘& R B b : l{OPMM i ot | e PEIYIIBTATH ¢
% . 2 s . H i i | ﬁﬂ& EBI! *
Appearance (visual}/ A wlutc 5] aff whxtc, htconvex SugAr c.namd tablet printed with
Ouuc (BlayanknRi) an identifying logo in black on cne face/ Bimi a66 Mafxe Gini .
: - Complies /
Ipoonykni  TabreTxw, NOKPHTI  UYKpOBOX ofiononkole 3 Bisicsiise
inenTrOIKYIOUMM HANHCOM HOPHOTO KONEOPY 1 oaHol cToponK
TaGneTxu.
Identification / Iaemmndinanis ) ) )
"hu!!roftn (IR} / Must comply with the approved test / Complies / Binnosiaae
I6ynpadeny ( [U-cuexTpocxoniay 110BYEHO BIAGOBIAATH J8TREPAKEHOMY MCTORY.
*Titanium dioxide / Must comply with the approved test/ Complies / Binnosizac
*Jliokcw;L TATARY TToBHHIO BLANDALIATH JATREPIKEHOMY METOLY. Last Tested / ZlaTa

ﬂMust comply with the approved test /

OCTAHHBOrG BHANIZY:
Tested on batch
Complies / Buanosinae

Vi per. M a5#L z:”f 0942 4000

*Oxcuf Juaize TToaHILIO BIANCBLIATH IATHCRIKCHOMY METOAY. Last Tested / Hata
OCTAHHLOMD AHANITY:
Tested on batch
=Average mass (Eur. Ph, 2.95.)/
4 -4 1 4 -4 ha
-Cepeann maca (Eep, @, 2.9.5.) 0% mg =450 mg ! 408 dae~ 450 ur 4 s
Disintegration / Must comply with requirements of Eur, Ph. 2.8.1./ Complies /
Po1na1s AN MosunKo BiAMOBLIATH BHMoram Esp. &.2.9.1. Binnonizac
** Digyplution / Must comply with the requirements of the USP. Not less than
“* PoyumutEns 80% (Q} of the stated ibuprofen content dissolves in 60 9%
s minutes./ Tloexitio lanosinath auvoram USP. 3a 60xe ne
: Metwe 80% (Q) sixt 3r8Anenoi KiaexoeTi B pearini Cxnaa.

*Microbiological Examanation /- :
‘Mmpuﬁlmmnqna 4YMCTOTR ;
Total viahle count ‘3m~aﬂma XineKicts :-xnmmamnx ; # Complies !Bhrionmae _
upmm:mn : : {

? : * Last Tested / Jlata

1
Aﬂnhlc Hamma t Aepoﬁm-lx ﬁampm (TAMC) <10 CFUfg /<10 KYO/r Pmclrtspee v
Yeasts and Mo!ds ! lelm:«xennx T4 nmccﬁcmx rpuﬁm : 3. ; 3 : o
. -2
(TYMC) < 10" CFU/g / <10° KYO/r Feb-20
Escherichin coli Absenim 1 g/ Bincyrhicte 8 1 1.
Reckitt Benckiser PAGE 1 0F 2
Web:www.reckittbencklses com 23/10/2020 12:08




DocuSign Envelope ID: 8B0944A8-E6BD-454C-8455-A8971B37805A
SKU 3081191 W reckitt
Benckiser

Certification statement: / Jagss npo cepragixanin:

I hereby certify that the ebove information is authentic and aceurate. This batch of produet has been menufictured, including packaging / labelling and quality control at
the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatoey Authority and with the specifiontion in the Registrstion Dossier. The
batch processing, packaging and analysis record weré in complisnce with GMP.

1M 2 32CITyI0, WO HABSREHA srLe [nbOPRALIR € ACCTOBIPHOK T2 TOUNO, Lk cepito npoaykil 6y aHPOSNCHD {BXDOUANMH NAKYBANHA / MAPKYBAHHI} T3 .
npuucmuo KoHtponk it nom A BHLLEIAHINCHIR Alnahnli ¥ nosHif el anoaignoc 3 suMoraMn GMP, BCTAHORNCHUMH MICLICAUM PErYIATOPHHN OPTAHCM, B TAKOK

iano oo coeundixadii, mo MicanLen ¥ peccpaniinody 20cuc, Nporoxonn supobHnuTes, naxysasna T3 Ananidis §yno DEPperiANyTO T3 BCTAHORNCHD
simnosinricT. GMP,

Comuients /Komenrapi:

s The test for Uniformity of Mass (PhEur 2.9.5.) is performed on eblet cores in accordance with specification number 55437, entitled Cores for Ibuprofen tablets 200
tng. / Teer OmropimtocTi nack (PhEur 1.9.5.) sexonanc #a cepucaun: 1abneTky ¥ simonimnecTi Ao coeundikanil Ne §5437.

* One batch manufactured per year will be tested for compliance with these fests. / Tect nposamrmck sisGipkosc Ba okif i3 cepil, ane xe plawe omioro pasy Ha pik.
% The first len batches inanufactured will be tested for compliance with this 1est followed by a minimum of one baich in every ten batches manufectured. / Tecs
DPORSASHD HA Nepuuex 10 C2pim ATA TIATACPAKEHHA BimonipocTi. TIOTIM BPOBOIHTSCK Ha omilt 13 10 supolnewsox cepill.

"The batch size is indicated 83 cases quantity per manufectured batch. One cas has 144 consumer packs.

PosMip copii satentco Ak KimkxicTs xoposis sapofinescd copil. Onsm xopof NicTHTS 144 CNCAGIEIHX YTIAKOBOK,

T e S g e
e I e
Joanna Hodges DocuSigned by: T

rJoanna Heodgas
qualified Person Signer Name: Joanna Hodges

Signing Tima: 26-0¢1-2020 § 11:58 GMT

Signing Reason: | apprave this documarf 6-0ct-2020 | 1:56 GMT
N BABOSAFET 1E440098F3ACA481BEFCRIB

Reckitt Berckiser PAGEZOF 2
Web:www.reckittbenckiser.com 23/1 0/2020 12:08
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JEPAIIKCITY XBA
HEPRABHA CIVKBA 3 JIKAPCHBEUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMHA ¥ KHIBCBKIH OBJACTI
npocnekt Banepis JloGanoscsrora, 51, ». Kule, 03110, Ten/dgake: (044} 363-06-50
E-mail: dls.ko@dls.gov.uahtips:www dis gov.ua, Kop EAPTIOY 37078774

BHCHOBOK _
npo axicTs BaeseHoro B Yrpainy KiKapcukors sacoby

07.86.2021 _ No 29066/21110

HYPODCH®
(usalbaeisyBania NivapchRorD 3acely ripN0 3 peceTpaifnsm nocainuemIAM}
TaGaerey, srpirti oBanoukorw, no 200 mr; ne 12 Tafaerok y Saicrepi; we 1 Galevepy &
Kaprounii Kopobui _
{hopma ennyeky, A0TYRIMUA, BUT TBKYEARHS RIKADCHROND 1aC00Y}

Howep peecipauifioro aocslnserm UA/6313/02/02 crpox ail peecrpanifroro nocsipsenss 01.01.2059
Cepia nikapcaroro zacoly M LIDS16 Kinsxicrs anezetiorn sixapenkars 2ecoby 88704

Bupobuik Pexxitr Bemwizep Xencxep lutepuewun Jlimiten, Bemixa Bpuramis
(uatimenynanes pupolHuRa AikapehRors 3acaby. Kpaing NOXOAXEHHA)

Beeseno o Vxpahey Tosapuerae 3 ofMenencto sinnesinansricno " Pexxirt Benxizep

Xavexons Eun Xene Kep Vipalua", s, voa: 33696041

(mﬂxcﬂynwm Ta koa 3 CAPNOY wpkakano ocobn 26o npiteuie, iM's, 1o SaTnKoR] izummo
acolis - ninnpueser, T Micue TIPOUHAZHIR T8 paecrpmdﬁﬂaﬁ s1omep ofnlkoBc? KapTRY RRETHHRA
nosaTkie 260 copld TR HOMED NACAOPTA}

Tipavexon sizyansuore woutpose sia 07.06.2021 1o 175911,

Ja peayneTaiaMy AEPRAEHOND KOWTPORI) BCTAHOBAEHO, WO Aikapcexnll 3aci6 asesens o Yepaimy 3

DoTpH FARNANL puMOT 22KOHORARCTRA WeA0 33BeaNewenHa ARVCTI AikapesKUX 3acoBis.

/‘ ::1‘-""':.‘\
:'--J', ﬁ(ﬂ._;rp’bﬁ.

\

Onexcisi CONOJPAY

{niaruc) (ininiarn Ta npizesne)
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L
SKU 3081193 W heckitt
Benckiser
COA YERSION i5 QUALITY CERTIFICATE / CEPTHRIKAT 8KOCTI
NAME OF PRODUCT: NUROFUNE ‘“ CERTIFICATECEPTH@GIRAT
HABA TPOYKIT: Y POBTRE Ne wa
Countey of manufacioring / Kpaina-aupnbienx United Kingdom Benvka Bpurama
CERTIFICATE REGISTRATION NUMBER; UA/6313/02/02 from 12,06.2017 tiil unlimited registsation
HOMEP PECCTPALMLG O IHGCBITHEHHS: UA6313/02/02 sia 12.06.2017 aiticse 20 ucobuemenuii
Strength £ Potency: ¢ Cnaa ali / AkTenicTn: IRUPROFEN 200 my / IBYIIPO®REH 260 mr :
Dasage ferm / Mikapeniea dopsa Cozed tablets ¢ TabaeTrn, Bxpini obBADHKO0W0
Fachaye size and (ype f Poimip T8 TM0 0AKOBATINS No 12 (12 % 1) per biister ¢ Mo 12 {12 x 1) y GnicTepi
‘B.’\T{‘H NUMBER / HOMEP CEPl: ILDS](, DATE GF MANLFACTURE: / IATA BHPOBTTHUTBA: 03 2021
5 INPIRY DATE / UATA 3AK : TEPMIHY
'BATCH SIZE  POSMIP CEPIT: Ims CAR I"‘\P"“ DATE (LATAZSRITEIHRE TEERIHY 032024

IIPHIATHOLCTE:

goality control aed relense f Bipncrinannuwii 1a

copit:

Responsible for manufacture of the preduct, packing,

IRcckir. Benckiser Healtheare [nlemational Limited, Nottingham sile, Thune Road,

Notiingham, N(i%0 2083, Uniled Kingdom

BRPOGIRITED, NAKYBANKEY, KONTPOAN AKOCT] Ta BRNYeR §PerxiT Benwdzep Xeickep hivepuennin Jlimizel, Hotrimesm cait, Tein Pova,

Horrinrey, NG ZDB. Be.uka bpuragin

Maoufacturing License/ Tinemzin na srpobnnusee:

12862

Certificate of GMP complinaee of listed site /
Cepradgikat sinnoeinnocti GMP ans asuntenol
BIRTNILT T

L MIA 12862 bosp GMPAMP 12862/119092-0020

. ~ RESULTS OF
TESTS LEMITS ANALYSIS .
NOKAIHEG TOPKIM PEIYIRTATE
; ; : AHANBIR
Appearance (visual) A white to off-white, bicenvex, sugar roated tablct printed with
Gunc (siivascenit) on identifying loge in black on one face/ Bini 6o vafise Bini Complics
» = y LS 7
neeonykni  TafacTkw, noxpuT  uykpoeuwd ofononkow 3 . p )
Biunouuiac

IISHTHIXYIOMMM HANKCYAM 4OPHOTD KOTEOPY 3 OANGT CIOpOLHA
1R0ACTRN, ’

fdentification / lnearndixania
Fouprofen (MIR)/

l6yapopeny [ IH-caskipoesonin)
*Titaninm dioxide /

= iorena TATANY

*iron oxide /
*Dxeun 130438

Must comply with the approved tesi /
MTOBHIMO BIATIORLIATH aTECH/RNTHUMY METOLY,
Must comply with the approved fest /
{ JOBMID BIGNUBIZETH 2ATBCPIKCHOMY MCTORY.

Maust compiy with the approved test /
VioBeHo BiAM0REEATH IATRCPARCNOMY METOTY.

Complies / Bimnogrinae

Complies ! Bianosiase
1ast Tested / jlora
GCTAHHLOFD AHARIEY:
02 2021
Complies / Bianorizar

Last Tested / Hata
OCTALHLUTD AHANIEY.

82 2021
*Average mass {fur. Ph. 2.9.5.}
. -4 / 408 mr - A !
Cepieana naca (Eap. @ 2.9.5.) 408 mg - 450 mg / 408 mr - 450 M 437 me fu
Risintegration / Must comply with requiremenis of Eur. Ph. 29,0,/ Complies ¢
Poranun Tlozunte Biionianes someras Esp. @, 2.9.1. Biananisac

** DissWluticn /

Must eomply with the requitements of the USP. Not less than

** Pozaduenns 80% (Q) of the sixted ibuprofen content dissolves in 60 Laost Tested / Jlata
bninutes./ [oenaias piasseiaaTepumoeran USP. 3a 60xn ue QCTAUHLOTD aHANiYy
uenme 80% (O} ain sanifienei timbkectt 3 pozaini Cxman. Bunpufiysave na uib
RAPTI.

Complics / Biauosinue

*Microbiological Examenation /
*Mikpefioaoriana anesora

Total viable count: 3araieHa RiALXICTS HHUTTEIRATHUN
OPLiLHTIME

Acrchic Bacleria 7 Aepolfiux akvepill (TAML)
Yeasts and biolds / Jipiacwenns T weicesnessx 1pubin
(TYMOY

{I-_‘scherichia coli

< 107 CFUrg / £10° KYQir

< 10° CFUsg / S10° KYOs

Absentin 1 g/ BigeyTwicTh e 1 F.

Reckitt Benckiser
Webwnww.reckittbenckises.com

Cowplics / Binnosinac |-
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SKU 3081191 W ekt

Benckiser

Certification séatement; / 32468 apo copradixanne:

| hioseby cenify that the above informaion is authentic and accurate This buteh of product has been manufactured, including packaging / labelling end quality cortrol
at the above mentioned site(s) 1n full comphance with the GMP requiréments of the lecal Regulatory Authority and with the'specification in the Regstration Dossicr
The baich processing, packeging und analysis record were in compliance with GMP

Ll 0 22cBiguvio, 10 Hareazna priue IHOPMELIR € JOCTORPHON Ta Teunuw Lo cepio Apoayxii Gyno Rrpofineuo (BKTOUAIONH RAKYBAHNA / MAPKYBAHHA) T2
NPOBEACHE KORTPECTE 11 BKGCTL HY BAWCIAIAYCHIA JULHA L § NOSHIA SIMITCRILHOCTL 3 UHMBTAMH GMP, RCTaHORAEHAME MICUCBHM PEryAATOPHRM OPFAKOM, A TAKOK
BLANOBLAKO 10 CHEnMQINadIA, WO MICTATLCS ¥ peceTpawiiinowy aocke [Tpurexonu sHpoSHHILTER. NIKYRANES Ta aHANI LA GY 10 DEPET AAHYTO Ta ecTAIDEACHO
Ismnoaumcu GMP

Cemments Komentapi:

s The test for Usefonmuty of Mass ¢PhEwr 2.9.5 ) s pesformed on tablet cores in pecordance with specification number 55437, entitled Cores for Ibuprofen tablets 200
my / Teer Gnropignoctl Much (PhEpr 2.9 5.) BUKOWAHO Ha CCPUSBHHL TABNETIN ¥ SLUWEBIINGETI A0 cRoundixaun Ne 55437

* One batch manutactured per year wili be tested for complionce wath these tests. £ TeeT NpoBaanTsEA InGipxose na oanil i3 cEpif, anc He PLAWG CRIOND PAlY iHa pik
" The first ten batches manufactured will be tegied for complance with this test fullowed by a minimum of onc baich i every ten batches manufictured. ( Teet
npoaeacka Ha acpuirs 10 copiax wia AWATBCpAMCHHEA BiANOBANCETL TloTim npuBomITLEs 113 6aiR i3 10 Bupolackix cepuif ’

"The batch size 15 Indicated as cases quantity per manufcciured baich One case hus 144 consumer packs

Possip cepii 303Ea42H0 SE KINGKICT b XopoBLe Akpobrerol copit, Ogun kopolB MicTine 44 cNOXMBMHY YRAXOROK

INamc and position/title of person authorizing the batch reiease / Date of signature /

; i Signalare f Tlianue
{Ipisamme 72 nocanafieanna ocofin, SKa BiYIANA 101BIR B3 BURYER cepil

DocuSigned by
natsla Styllanou
U Signer Mama: natala Styfanow
| Signing Reascn: | approve this decument

Signing Time: 13-May-2021 | 1702 BST
B2FACI1ERBAR0488DANABTEBD252010243

Natelz Stylianou QP/Compliance and Validation manager

!!2“‘ nignUeAHAN:
13-may- | 17:

Y BST

T AT
= ‘pgl:' O o

Reckitt Benckiser .
Vel vavw reckittbenckiser com 13/05/2021 15:23



SKU 3081191

i
¥ Reckitt

Benckiser

COA VERSION 17

QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI

NAME OF PRODUCT: NUROFCNE CERTIFICATE/CEPTHOIKAT
WA3BA 1TPOIYKIUI: INYPODOCHER Ne 257819

Country of manufacturing / Kpaina-aupoduux United Kingdom Benuxa Bpuranis

CERTIFICATE REGISTRATION NUMBER; UA6313/02/02

HOMEP PECCTPAIILAIOLIQ LHOCBLAMEHIS: UA/313/02/02

Strength / Patency; / Cuaa ait/ AxTuBicTL: [BUPROFEN 200 myg ¢ IBYITPOPEH 200 wr

Dosage form / Jlikapenka gopma Coated tablets ¢ TaGneTku, BKpH1I 000, I0HKOLO

Pac@gc size and type / Po3mip va THO naKosanns No 12 (12 x 1) per blister ¢ No 12 (12 x 1) y 6aic1cpi

BATCH NUMBER / HOMEP CEPIi: L1626 DATE OF MANUFACTURE: / JIATA BHPOBHHIITBA: 07 2021
IBATCH SIZE/ PO3MIP CEPII: 832 CAR ﬁ;:]"ﬁqzyg:r’{'b AT SARIRHEIIBETEPMITY 17 2024

Responsible for manufacture of the product, packing,
quality control and release / Bianopinansumi 3a

RH]?OB}IIHI'!‘BO. BAKYBAUNHYH, KOATPO,TH AKOCTI Ta BHTYCK

cepii:

Nottingham, N(i90 200, United Kingdom

Reckitt Benckiser Healthcare [niemational Limited. Nottingham sile, Thane Road,

Horrisrem, NG90 2DB, Beamsn bpuranin

Pexxitr benkisep Xetexep Intepuennn JTimitexn, Tloruinres cuiir, Teitn Poyn,

Manulacturing License/ Tiveisis na supobunurso:

12862

Certificate of GMP compliance of listed site /
Cepradixar sinnosianocri GMP jurs sasuaaenoi
BRI

UK MIA 12862 Insp GMP/IMP 12862/119098-0020

TSI OF ]
TESTS LIMITS ANALYSIS
NOKA3HHKH HOPMH = PE3V.IRTATH
: - : 2 AHAJIIBIB

Appearance (visual) /
Onuce {(nizya1nuunii)

A white to off-while, biconvex. sugar coated tablet printed with
an identifying loge in black on onc face/ Bini aGo mafxe Gini
AROOMYKNi TBOMCTKM, NOKPUTI  LYKPOBOIO COCICHKOK 3
iACHTHGIKYIOMHM HAIIMCOM HOPHOIO KO/ILOPY 3 OGIHOT CTOPOLK
TABICTKH.

Complies /
Biguosinac

Identification / Liewrudixayin
Ibuprofen (IR} /

IGynpodeny ( I4-cnexrpockonin)
*Titanium dioxide /

*lioKens THTARY

*1ron oxide /
*ORen 31a.1i%a

Must comply with the approved test /
1 JoBHHIO BiNOBLIATH JATBCPAKS HOMY MCTC,LY.
Must comply with the approved test /
1IoBHHHO BiZNOBIUAATH 30TBEPLACIIOMY MCTOLY.

Must comply with the approved st/
losuHuo Bixuosidaty 3aTECPIKCHOMY MCTOY,

Complies / Bi;uosi1ac

Complics / Binnosiac
Last Tested ¢ JTata
OCTaHRLOrO aNATIRY:
02 2021
Complies / Biznosiaae
Last Tested / Jlata
OCTAHHBOTO AHANITY!
02 2021

*Average mass (Eur. Ph. 2.9.5.) /
*Cepeiuna maca (Ergp. 4. 2.9.5.)

408 mg - 450 mg / 408 Mr — 450 Mr

435 tny, Mt

Disintegration /
Poznananim

Must comply with requirements of Eur. Ph. 2.9.1./
[Moswmo sinsonizats Bumoram Esp. @, 2.9.1.

Complies /
Binmorinac

** Dissolution /
** Posunnenns

Must comply with the requirements ot the USP. Not less than
80% (Q) of the stated ibuprolen content dissolves in 60
minutes,! [Tosnuno rignosigar usoram USP, 3a 60xnk ne
serne 80% (Q) Bin zansaenol kinwvkocTi B posaini Ckaan.

Comiplics / Bianosiuae
Last Tested / Jarta
OCTAHHBEOTO ANATIRY!
12 2020

*Microbiological Examonation /
*MikpoGionuridny uncroTa

Total viable count: 3aransia KinbKICTh KHTTEIUATHEX
OpradizMis:

Aerobic Bacteria / Aepobunx 6akrepiit {TAMC)

Yeasts and Molds / [lpisokesnx 1a niicenesux 1pnbis
(TYMC)
Fscherichia coli

< 10° CFUfyg / <10° KYOrr

< 10° CFUig / <10° KYOrr

Absentin I g/ Bincyrricte a8 1 1.

Complies / Bianosiane

Last Tested /7 JTata
OCTaHHBOTO AHATI3Y!

05 2021

% oy v (PAE @) 710, Ao S

Reckitt Benckiser

PAGE10OF 2

09/09/2021 12:31




SKU 3081191 W eckitt

Benckiser

Certification statement: / 3assa po ceprudikauio:

| 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 Autherity and with the specification in the Registration Dossicr.
The batch processing, packaging and analysis tecord were in compliance with GMP.

L1HM A 3ACBIZ4VIO, (O HABEAEHA BHILE 1HGOPMANiA € ZOCTOBIPHOKO T2 TOYHOIO. L0 cepiio NpoayKuil 5y710 BUPOGICHO (BKAKHAIHH NAKYBAHHA / MapxyBaHia) Ta
NPOBEACHO KOHTPOAE 1i AKOCTI HA BHMIEIA3HANEHIA ALIBHKLI Y NOBHIi BiANOBIAKOCTI 3 BAMOraMH GMP, BCTAHOBNIEHEMH MICUECBHM DETYAATOPHUM OPraHOM, @ TAKOK
BLANTOBLIHO 1¢ cnetndiKadii, o MICTATLCS ¥ peecTpaiiiioMy aocke. [IpoTOKoAH BUPOOHHUTEA, NAKYBAHHA Ta aHaniziz §y0 NEPEmIAHYTO Td BCTAHOBICHO
1an08aHIcTs GMP.

Comments /Kowenrapi:

: 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. / Teer Ozikopianocmt mack (PhEur 2.9.5.) auxonano xa cepuesnni TabneTkn y BianoRiAnOCTI j10 crieundikarii Ne 55437

* One batch manufactured per year will be tested for compliance with these tests. / Tect nposoanTeea BHGipKOBO Ha omnifl i3 cepifi, ane He piALIE OHOTO Pasy HA PiK.
“* The first ten batches manufactured will be tested for campliance with this test followed by a minimum of one batch in every ten batches manufactured. / Tect
nposeacto wa nepiunx |0 cepiax Anx nixrsepaxenns sianosusecti. TloviM nposoanTecs Ha onuilt i3 10 BupoBneuux cepifi.

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

Poanip cepii 3a3caueno Ak KINLKICTS kopoGin BipobieHet cepyi. Omin kopob micTHTh |44 CNOKHBYKX YNAKOROK.

Name and position/title of person authorizing the batch relcase / Date of signature /

Signature / Tlianne

[piisiuge T8 nocaaa/38an1a 0calin, KD BOAAIA A03KLI 1A BHNYCK cepil laTa mignucanns:
mvmm wied
Martfia Mukangs et e
g;vr':nim 1100

Martha Mukange. QP / QA Technical Support Manager.
(9-Sep-2021
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JEPXIIIKCITYXXBA
JEPXKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥ KHIBCHKIM OBJACTI

npocnext Banepin Jlobanorcbkoro, 51, M. Kuis, 03110, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https://www.dls.gov.ua, Koa €PIICY 37078774

BUCHOBOK
Npo gKiCTH BBe3eHoro B YKpainy Jixapebkoro 3acofy

27.09.2021 Ne 53400/21/10

HYPOGEH®

(HaiMesTyBAIHR TIKNPCLEOr 3ac0by IrAHO 3 PEECTPAIINHKM NOCAIRYEHIEM)
TabiieTxn, BpuTi 0601010K010, 110 200 Mr; no 12 Tabaerox y Gaicrepi; no 1 Gaicrepy B
kapTonuii xopobui

(shopma Bunycky, noayssnus, BHA NAXYBAHHA NiKApERXOro 3acody)
Homep peectpauifivoro nocsinuenns UA/6313/02/02 crpox aii peecrpauiftnoro nocsinuerna 01.01.2099
Cepis aikapcexoro 2acoby Ne L'T626 KinuxicTs BBE3EHOrO Mikapcrkore sacoby 119808

Bupobuix Pexxitr Benkizep Xenckep luteprenmn Jlimiten, Benuka bprranis

(HattMenysanHR BUPOCHAXA AIXAPCHKONO 33C00Y, KpAiHA HOXOXKEHHS)

Boesero b Ykpainy Topapucreo 3 06MexeH010 Binnopinaasnicrio " PexxirT Benxizep
Xayexoan Eng Xeac Kep Yxpatua", lnewr. xon: 33696041

(ativerrysanyg T8 xoz 38 €/APITOY topiamunol ocobu 860 npiaswmie, iM'a, no Sarexosi ¢puunol

ocofu - ninnpremus, il Miclie TPORHBBRKA TR peecTpauiduull Homep 0BiX0BOT KAPTKR NABTHUKE
noaatkis affo copia 1a HOMEp ORCACPTA)Y

Tpotokon sisyansuore xourpome six 20,09.2021 N 3247/1.

33 pEIYALTATAMH AEPIKABHOIO KOHTPONIO BCTEHOSNSHO, WO nikapeskufl  3aci6 moezene B Vipainy 3
AOTpﬂmal BAMOT 33KOKORABCTSA (L0 3abe3neseHHs JxocTi Nikapebxnx sacobis.

ya "“115;,”'4‘ ‘ %‘\
Y Onexciii CONOJPAIR

(nianmnc) (ininians T8 npizeMIne)




'FAMAR

ATE!C 1)

NAME OF PRODUCT: 11078640

NUROFEN® FOR CHILDREN

CERTIFICATE/CEPTHOIKAT

HA3BA POMYKLIT: HYPO®EH® 1L1a AITENA Ak 2110026
Country of manufacturing / Kpaiua-supobuus | Greeee / Cpenis

CERTIFICATE REGISTRATION NUMBER / Na UA/6642/02/0] FROM 19.03.2018 - unlimited registration

HOMEP PECCTPALIIAHOIO MOCBIAHENNS: | Mo UA/6642/02/01 BIZL 19.03.2018 - Tepmit ail neofimexcnuf

Strength / Potency: / Cuaa ait/ AkTushicrs: lbuprofen 60 mg / {Gyapoden §0 Mr

Dasage form / Jlixapcbka popma Suppusitorics 60 mg / Cynoaswropil 110 60 me

Package size and type / Pumip Ta un nakosanun | Nel0'(5'x 2) in blisters / No10 (5 x 2) y Gnicrepax

BATCH NlJMI}ERI 2110026 [ DATE OF MANUFACTURE: /! JATA BUPOEHHL{TBA; aCt/2021
SIOMEP CEPIL;

Batch slze / Poamip 38979 CU/yn EXPIRY DATE / }lA:!-‘A 3AKIHYEHHA TEPMINY NIPHIATHOCTI: . | GCT/2023
cepii:

quality control and relcase:
Bisuosinansidit 3¢ BHpudHNLTBO,

Responsible tor manufacture of the product, packing, [ Famar A.V.E. Avion Plant, 49th km National Road Athens-Lamia, Aviona Attiki, 19011,
Greece /Licence: 108865 F
nakysaHus, | Gamap A.B.E. 3as0a Anon, 494 kM Hewenn Poyn Adinu-JTamia As.tosa Atixi,
: 19011, U'peutis /Jliuexain: 108865 F

KOHTPORb SKOCT T8 BUNYCK CePil:
TESTS LIMITS RESULTS OF ANALYSIS
TMOKA3IHHKH HOPMEH PE3YJBTATH AHAJI3ZIB

Characterlstics / XapsrTepuernen
Shape {Visual) ®opma (Biayaibuni)

Colour of suppositeries (Visual) / Koaip cynossTopita
(Biyyannuuh)
Surface (Visual) / Tllosepxun (Bisyanunuit)

‘Torpedo-shaped, unbroked /Topneaoauiua, Ge3
acekrTin
Almost whitc to white / Binuk a60 mafxe Ginxi

Smooth / Tanxa

Complies / Binnosinae
Complies / Bianoslaac

Complies / Bignosinac

Pharmaceutical and Technical requirements / @apmauestisuni va Texniuni sBuvorn

Average mass / Cepeaus maca

547-605 mg / 547-605 mr

585 mg (vr)

Uniformity of mass / Oxnopianicrs macu

Must comply with requirements Eu, Ph.2.9.5/
Mae sijnosinari anmoram Cup, ©, 2.9.5

Complics / Bianosizac

Disintegration time / Poananawns

< 30 minutes / < 30 XBUNKH

4 min (xa)

Chemicul and Physical requirements / Ximiuni va diznuni sumocn

Ibuprofea Identification / InenTndixauia [6ynpodeny
1. HPLC / BEPX

Positive / [Toanrnnia

Positive / [lozurrana

e Giabwe 0,3 % sianocto amicry iGynpodeny

LUV Yd>’(cuewrpo¢oromerpin) Positive / lloswrnana Positive / [loautusua
Assay - Thuprofen HPLC:/ Bmier [6ynpodeny BEPX 57,0-63.0 mg/suppository / §7,0-63,0 mr 3 60,7 mg/supp (mr/cyn)
OABOMY CYNOIXTOPIT
Related substance HPLC / Cynytvl nomiuks BEPX _
Total / 3aranpua ciaskicTs ' NMT 0,7 % relative to ibuprofen / <=0,1 %
ne Gizibme 0,7 % sinuocTo amicry iGynpodeny
Every single unknown impurity / NMT 0,2 % relative to ibuprofen / <=0,l %
Kiasxicts 6yas-uwol yesiaomol somiuau de Giaswe 0,2 % sigHocro smicty i6yapodeHy
4-isobutilacetophenone / 4-i3oSyTuasuerodenon NMT 0,3 % relative to ibuprofen / 0,0%

Microbiologica) Testing

MikpoGionorivna yncrova*

Total Viable Count /

JarwnbHa KiALKICTE XKTTESMATILAX Opranismis:
Acrobic Bacteria / AcpoGrux Gaxtepift

Yeasty and Molds / Jpimmesnx Ta naiceneskx rpu6is
Escherichia coli

< 10° CFU/g /7<10° KYOn
< 10? CFU/g / <10? KYO/Ir

<=50 CFU/g /<50 KYOA
<=50 CFU/g /<50 KYQ#

Certification statement: / 3astag npo ceprudinauiio:

‘nignosiagicrs QMP,

Abscat from 1 g / Mac 6yt BicytiiM s | ¢

Complics / Bianosiaac

Ihereby centify that the above information is authentic and accurate, This batch af product has been manufactured, including packaging/labelling and quality control
at the above imentioned site(s) in full compliance with the GMP requirements of the loca) Regulatory Authorily and with the specification in the Rogistration
Dossicr. The batch peocessing, packaging and analysis record were in compliance with GMP,
Llus n 38CRiA4YI0, 1O HRBEACHA BKIIE IMBOPMALIA € KOCTOMIPNOI TR TOYHO©. L1i0 cepio nponykuii 6yA0 snpobacno (BRMOMAIONN NAKYDaHIR/MBPKYBAIIIR) T4
NPOBLACHO KOMTPONb §f AKOCT Na BUILICIAINGUCHIA ANbHMIY Y NORHIA BIATIORIAHOCTI 3 BuMOraMH GMP, BCTAHORIEHHMY MiCIICBAM PEryAYTOPHHM OPranom, o
TRKOX 8110810 10 cneundikadil, Lo MICTATRC Y PeECTPALINIOMY A0CKE. Mpotoxoin supoSinircra, HAKYREHHK 1A aAI3iB Gy TEPCINAHYTO TR BCTAHOIIEHO

Comments /Komenrapi:

‘Name and position/titlc of person authorizing the batch release /
plasswe ra nocasa/ssanns ocolu, sia Buaata A03ain ua BHNYCK copil

*This test will not he performed routinely., Vesting will be performed on release of every tenth batch or at least anfiually
*TecT nposoituea 1e pyyuino, TecTynaura ByAe NPOBOANTHER 118 KOXHIMA ACCATIA cepil, e ue pimae o, ; a‘ig }i pi.

Sigratyre / n;kn;c’ “

‘Kostas Liaros tlcad of Qualiy Management/ Q.P.

'S




JEPXJIKCIIYXBA
JEPKABHA CIYXBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥V KHIiBCHKIN OBJIACTI

npocnext Banepis JloSanoscskoro, 51, M. Kuis, 03110, en/gaxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www dls. gov.ua, Kog: €APTIOY 37078774

BHCHOBOK
1po aKicTh BBe3eHOro B Ykpaluy Jixapcskoro 3acofy

19.11.2021 N 67029/21/10

HYPOOECH® IJISL MITEH

(naltmenynandx nixapcskoro 38coCy 3rinno 3 peectpastifhinm nocsimtenna)
cynosutopil no 60 mr no S cynosnropiis y Gaicrepi, mo 2 6aicrepu y kaprouniit kopo6ui

(opma BHITYCKY, SO3YBAHIN, BRI MBKYBRNHK MiKAPCLEOro 3ac00y)
Howmep peecrpauifiioro noceinenns UA/6642/02/01 crpok aif peecrpauifinoro noceimenns 01.01.2099
Cepis nikapebkoro sacoSy Ne 2110026 KinsxicTs BeaeHoro nixapcsxoro sacoy 38952

BupoGuux Qamap A.B.E. 3ason Asnoxn, I'peuis.

(valimenysanns BHpoGHMKa NiKapCLKOro 3aco0y, kpalia MOXOLKEHHN) ©

Bacaero B Vxpaluy Tosapacrso 3 o6me:xenoio sinnopizansuicrio "Pexxirr Bemxizep
Xaycxonn Enx Xenc Kep Vxpatua', inear. xox: 33696041

(aaﬁxeuywnm T8 xoz 38 EAPTIOY 10pwuanci ocoGy abo mpissKue, in's, no Garsxosi disuunol
0co0K - nianprenus, I Micue npokreaHig T8 peecTpauitimnit Homep oSuixoBof kapTRK niaTHuka
monarxie abo copix Ta Homep aucnopra)

Tpotoxon Blsyanksoro koaTpome sia 10,11.2021 » 4047/1.

32 pedy/sTATAMA OCPXABHOTO KOHTPOMO BCTAHOBNEHO, W0 Jikapesxuit 3aci6 BRE3EHO B Vkpainy 3
AOTPHMAHHAM suMOr 32XOHOABBCTBA LIORO 3a6eINeUCHHR AXOCT] MIXSPCEKMX 3ac06iD,
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