SKU 3081191

‘;?Reckitt '

Benckiser

COA YVERSION 18 QUALITY CERTIFICATE / CEPTU®IKAT AKOCTI

NAME OF PRODUCT; NUROFEN® CERTIFICATE/CEPTH®IKAT

HA3IBA [1PO,TVKIN: HYPODEH® N2 264690

Couatry of manufacturing / Kpaina-snpobuux United Kingdom Beanxa Bpuraitin

CERTIFICATE REGISTRATION NUMBER: UA/6313/02/02

HOMEP PECCTPALUHHOI'O NOCBITYERRA: UA/6313/02/02

Strength / Potency: / Cuaa aii / AkTHBNiCTB! IBUPROFEN 200 mg / ISYIIPO®EH 200 mr

Dosage form / Jlixapcuka dopma Coated tablets / TabneTky, expaTi oGonouxown

Packagc size and type / Posmip 1a ton nakosayuus INe 12 (12 x 1) per blister / Ne 12 (12 x 1) y 6nicrepi

BATCH NUMBER / HOMEP CEPI{: MB461 DATE OF MANUFACTURE: / IATA BUPOBHMIITBA: 11-2021
o E b oy , — EXPIRY DATE / 4ATA 3JAKIHYEILILA TEPMINTY g

'BATCII SIZE / POIMIP CEPI: 'ssu cu NPHIATHOCTL, 11-2024

Respunsible for manufacture of the product, packing,
quality control and releasc / Bianosinasbunii 3a
BHpOGINIKTRO, MAKYB4NIL, KOHTPOAL AKOCTI Ta BHIYCK
cepii:

[Nottingham. NG90 2DB,United Kingdom

Reckilt Benckiser Healtheare International Limited, Nottingham site, Thane Road,

Hotrinrem, NG90 2DB, Benrxa Bpuranis

PexkirT beuxizep Xenckep Iurcpucinsn Jlimiven, Hotrinrem calir, Teiin Poya,

Manufacturing License/ Tiucusin 18 supo6nunvso:

12862

e . >

i - s .. TESTS
h . TIOKARHHKH

&

. ANALYSIS
. PE3Y/IbTATH
AHANI3IB

Appearance (visual) /
OQnite (Bizyanvini)

A whitc to off-white, biconvex, sugar coated tablet printed with
an identifying logo in black on one fuce/ Bini aGo maixe Gini
asoonyXii TaGreTkW, HOKPUTI ULYKPOBOKY ©0GOIONKOWO 3
1cHTHQIKYIOUHM HATTHCOM OPIOTO KOALOPY 3 OaEt0l CTOPOIK
TabaeTxn.

Complies /
Bianosirac

Identification / Inemrudinauis
Ihuprofen (IR) /

Ibyupadesty { I4-cuexrpockonis)
*Titanium dioxide /

*liokeua TuTany

*Tron oxide /
*Oxena 1aniza

Must comply with the approved test /
TosHuo 8L1NOBIATH 3aTBEPOKEHOMY METOD,TY.
Must comply with the approved test /
[ToBHHHO BLANOBIIATH 1aTBCPAKCHOMY MCTOIY.

Must comply with the approved test /
[Tosmimo Bisnesinary satsepaxenomy metoay.

Complies / Bianoeinac

Complices / Bianosinae
Last Tested / Jlara
OCTAHHBOIY AHANIBY:
11,2021

Complies / Biauosinac

Lasl Tested / Hata
OCTANKLOMO auaNizy:
11.202]
*Avcrage mass (Eur. Ph. 2.9.5.)/ P
*Cepegnn maca (Esp. . 2.9.5,) 408 mg - 450 my / 408 s - 450 me 432 mg /Mc
Disintegration / Must comply with requircments of Eur, Ph. 2.9.1./ Complies /
Poznaganus Tlosunno siauosinary samoram Esp. @, 2.9.1. Biwnoesizac

** Dissolution /
** Po3unncennn

Must comply with the requirements of the USP. Not less than
80% (Q) of the stated ibuprofen content dissolves in 60
minutes./ [loBurno siauosizars sumoram USP. 3a 60xe ue
menwe 80% (Q) six saapnenoi xinbxocti B poinini Cwman.

Complies / Bianosiaac
Last Tested / [lara
OCTAUNLONO axanivy:

11.2021

*Microbiological Examonation /
*Mixpobionorinna wicrora

Total viable count: 3aransha kinbKicTs KATTE32aTHAX
opranismin:

Aerobic Bacteria / Aepofinnx Gaxrepii (TAMC)
Yeuasts and Molds / Jipiakenux Ta nniccHepnx rpubis
{(TYMC)

Escherichia coli

< 10° CFU/g /<10’ KYO/r

< 10> CFU/g / <10 KYO/r

Absent in 1 g/ Biacyruicrn 5 11

Reckitt Benckiser
Web:www.reckittbenckiser.com
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Complies / Blanosiaue




SKU 3081191 A

Benckiser

Certification statement: / 3ausa npo cepTuinauin:

Thereby centify that the above information is authentic and accurate, This batch of product has been manufactured, including packaging / labelling and quality conirol
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.

Hum o 2ucsizayio, wo xaseaena suwe inopMALLIA € AOCTORIPHOIO Ta TOTHOLO. Lo cepito npoayknil 6yno supofineso (BKITIOUAIOYH NAKYBARHS / MADKYBAHNS} Ta
1pOBY;IeRO KONTPONE i AKOCTI HA BHILEIA3HAHCHIN NIALHALI Y NOBHIH MRNOR{AHOCTI 3 NUMOTAMH GMP, BCTRHOBICHKMH MICKEBHM PCrYNATOPHHM OPratoM, a TaKOX
HUMOBIRLO 40 cheundixadifl, wo MicTATICT ¥ peecTpauifisomy aocke. [peToxonu BUPOGHHLTEA, NAKyBAKHA Th aHATI3A 6yno neperuiisyTo T8 BCTEHORNEHD
nianoriaictn GMP.

Comments /Komenrapi:

* The test for Uniformity of Mass (PhEur 2.9.5.) is performed on tablet cores in accordance with specification number 55437, entitled Cores for Tbuprofen tablets 200
mg. / Teer Oanopianocti Mack (PhEur 2.9.5.) suxanano sa cepuesnsti TabnerTxi y nianoriaoecTi 20 cnenudixanii Ne 55437,

* One batch manufactured per year will be tested for compliance with these tests. / Tect nposoanTecs 3uGipxoso Ha opnii i3 ¢epikt, ane He pinwe onsoro pasy a pik.
** The first ton batehes manutactured will be tested for compliance with this test followed by a minimum of one betch in every ten batches manufactured. / Tect
NpobcacHo HA nepunx 10 cepiax 119 niarsepaxenns sianosianocti, Morim fposoIHTECA 1A o0k 13 10 anpobrenux cepidi.

"The batch stze 15 indicated as cases quantity per manufectured batch, One case has 144 consumer packs.

Po3Mip cepii 183¢a4eHO #K xisBKiCTS KOpoGia BUPOGIEHOI cepii. Oanu kopob Mmictuty 144 croxuaunx yNakoBoOK.

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

ionat .
lIEiannme TR MOCRAA/IBANNY ocoﬁu, AKA BHARNS [103Bi7 1A BUDYCK cepil Signature / Tizuuc Jdara nignucanus:

Mandy Turgoose (Qualified Persun) Mandy Turgoose S e Bt

Dwua Gee 2 2021 331
d

Reckitt Benckiser
Web:www.reckittbenckiser.com




JEPKIMKCITYXBA
AEPXKABHA CIIVKBA 3 JIKAPCHKHAX 3ACOEIB TA KOHTPOJHO 3A
HAPKOTHKAMH Y KUIBCHKIU OBJIACTI

npocniext Banepis JloGenorcexoro, 51, M. Kuls, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox EAPTIOV 37078774

BHCHOBOK
Npo AKiCTh BBe3eROro B Yxpalny dikapchkoro 3acoby

10.01.2022 Ne TROS1: 22 «

HYPOOEH®

(sBmenysarmy mKapcExoro 38000y arimHo 3 peecTpRuifing mocairIeHHNe)
Tabaerxkn, sxpari o6osonxor, no 200 mr; no 12 Tabaerow y Grierepi; no 1 Gaicrepy »
Kapromgilt xopobul

(bopus sumTycxy, A03yBaRES, AR NaXYBEKRSE AIXBPCLXOD 38c00Y)
Howuep peectpauiitioro nocsimwemus UA/6313/02/02 erpox aif peectpaviftnoro nocsizserny 01.01.2099

Cepix nixapcexoro zacoby Ne MB461 Kimxicts, sressroro ixapcsxoro sacoby 90720

Bepobuix Pekxitr Benxisep Xenckep Inrepuemmn Jiniren. Bennka B wTanis
(watheruysaniix BupoOHHKE 2IXRPCHKONO 38000y, KpaTHE HOXOIKEIHN

Beeacno B Yrpaluy Tomapucrso 3 obmexenoio sinmosinaasnictio " PexiciTs Beunkizep

Xaycxoua Eapn Xeac Kep Yxpalaa”, taenr. son: 33696041 N

(HuitmcryBasze T8 %02 38 EIPTIOY 10pamiol 0000R 800 TpiasmmLe, I, 10 Garsxon] disnuu’

ocolu ~ nimmueans, T sicuc npoxumanss Ta peecTpanifvuit womep oSxixoBo! xapTER naaTHIXE
maasrxis 800 copik T8 HOMSp JACUOPTAR)

HNporoxon sisyannuore xearpono sin 29.12,.2021 M 4758/3.

33 pPeSYNETATAMH ICDAEEHOTO KOMTPOMIO BCTBHOMIENO, WO mxapeaxuft 3a0i6 Bacaeno o Ykpaivy
AOTPHMAHHNM BHMOTr JAXOHORRCTES IO/ 3256c3NCTCHRS £X0CT] AXAPCHIUX 38C0518.

3ybapera H. I.

(niamit) (ixizsiamy T npismane)




'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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