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i . Benckiser .
|€oA VERSION | 16 ' UALITY CERTIFICATE
NAME OF PRODUCT:  INUROFEN® FOR CHILDREN FORTE CERTIFICATE/ICEFTH®IRAT _
JHA38A HPOAYKIIL: HYPGDEH® ARG JITEN @OPTE Mo . 3 . i

 {testing and release/ BapoGunk slanosiaannoei 18 I

| Binnominnotsl GRED ann 16smavenst siasmmnic
¥
e, . RESULTS OF ANALYEIS
. : PEIVARTATH AMANRIE |
't TESTS LIMNAWS ) i
v . ILORATNEEN BaPMH ‘
™ woasizs | wooesize | ivontazd
escrigtion £ Ongié: An offiwhile syrupy suspension with a characlerisiic R ]
Organoleptic asse:r.'s?em 1 Opranesertenemi Mezoa mngb exdeur! . lm'zs ! Jc?mpli?s ‘ Complies/
g o : Mafixe 632 cuponotioniSir cyemetsia 3 xapum:pumm Binrionizn | Binosing Binnosinje
BOCARCHEDREM TANAKGM. € ¢ [
identification / Enerenpisanin i
Thuprofen /£ ifympoden: ] Posttivet | Positive/ { ., ..
(BEPX/ HPLC) ‘ PrsitivalTicanTasto * toaumnen | Roawrusn | SO0 f
: - it e S Hoxwruao
_ ten b T o TORTYET g T e T
_ l::’:i .’ y::isl lF'Tiz R} _ IPnsnm!ﬂwmumm Tioawvums | fiaautuen mmm?a
phen Bramide / dosigesy Gposin 4 PO Tom itives
(BEPXSHPLO) Mﬂ’ Ay Pﬂ IPoszmelﬂmmsuo Rozuzres § Nazrrana n‘;;:?:;ﬂf b
ILmup 22 Eur. Fh2.23) 4045 . 44 4 | as
lDensltg a8 20 °C, gﬁnll l‘ymmn tnpn 200C), shen B4 - 118 ghd £ edun I.tagmt | L.16gfmi I.iagkn.i
7 ffmn - an than !
Timprofen cantent/ k'mml:ne ENTNAYCHRS ' E 403wl
16ynpobeny (BEPX HPLE) 3.8~ 4.2 Fwivt ol 'n}; 4'::.:;;“ | 4'?:?;N
Bromide content / Kinnxicene g ;
|Dmnlph!n e k ‘ fofrivs 0093 wrv | 0,
 fprmnavewsn Howitheny Gpossin (REPXS HPLC) D090 - D01 16 Fwsel wiab m;r!v i arlof m::’n;sw i
**Micsoblal Chriity: / **Milkpotichorines ancrarm / . Lastiested: 2 202. 0
(Eur, Ph/Enp, §. 2602, 2.6.12.5.1.4} Bats oCTonithoro TECTY BaHA: '
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edoma Benuua Bowtattiz »

cm-rmcmz m:smnoa NUMBER:
!‘IOMEP PE«ECTPAI.!] HOTO MIOCEBIHEHMA:
iStrength f Patency: Cuaa alt/ Ascxirnicru:

) i " 1 [+ suspensmn in a botele, LHG W 3 SYTINEE a5 A GGSIAR GRVICE IR SATION DOX £ !
l?:ckége size and type f Poastip 7a Ton nasomanna  §100 s cycresaii vidnakoni. ao | dnakakys @ koMBNEKT 3 winpn uusl-noaa'ropm: yl:apmnmﬂ

T

learca numBER 7HOMER CEPIl: |ADAGET  |PATE OF MANURACTURE: £iTA BuPOBHILTRA: 082021 ‘
SBATCH SIZE/ *03MIP CEPLT: {2y SACIRY DATE/ ANTA SAKNISEHEA TERSIIE . 082023

Menufacturer it %pmmible for rmamfactues,

primary and mm packing, quality conteo) Reckiit Benckiaer Healiheare (UK) Linsted. Dansom Lane, Hull, HUS 7058, ntted ngd

Perivy Besmizep Kesorep (FOKeR) Miviven, Sencos fefin, Xann, HUS 7DS. Bemnca

RUFOGITIATNG, REGRTHIE TR BTOPRNHE- HAKYEANRSA,
BpuTanin

KONTpOAL KKLCT T8 BUNYTR cepli:

|Manufar:luring Licensef flinemsin pa anpobimmran: [MIA 63
Eertilicate of GAID cump!iamn of ilsted site / Coprmdrinr IUK MIA. 63 Tnsp GMP 63/17692-0037 e
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SKU 3035145 Reckitt |

Benckiser

. . : COmpLes { | ompes f i
2) toeal avcobie micrshisl caunt (TAMC)aransie —_— Lot ) Complies £
w0 aspabiyhy Mikpoopraniis (TAMC) not pane than 56 CFUmE # s Gineeme 102 1KY O Bignesiaa Bsmz::ma BTR.I!D!:iiRBt
b 1o1al fungnl yeast and mould count (TYMC) Complins /] Complics / Co ii ;
fanrensne wncan apiackermsinnicinans rpnbis a0t more then 10' CFUMIZ e 6litne 10° KYOMsr | Riariosisa] Bisnonina Bigii i

(TYMC) C € : A
; ) Esherichin cwi Absent in 1 ml 7 BiacyTaicb n 2 M cam?“f“ c?mp“?s‘ C."mp“csl
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SKU 3035145 Frockitt |
' ~ Benckiser|

Certification statement: # 3anna Rpa cepradiranio: !
| horohy cenify thaytie above fnformmatich is muthentic and accumic. Thils batch of product bes been manufactursd, frcluding packaping #labelling and quatley gonsmlim
he abewe tientined skeds) in fall complianee with the GMP eaquirements of 1he tocal Regulatony Asthority and wiih the spezifieation in the Regisication Dossicr. Thi
tch processing, packaiing and annlysis reeond teer? in comphience svith QBIP. : ) s,
14 5 Tcalnyo, BB i0BeI8RD Amne Tnbopymuin ¢ gocronipnem 72 TavwoR, Lo ceplio MpoRyRNIT G¥aD Bnpatnao {akTgHamiY UEKYRONKA S MapkysIMIR TR
iposegvin argpak AT AxocT in AuuresaamaesiRianuan y ronull sizeosineocti 2 amioras GWP, ECTRHORARHITNI MICHSENM FCTYINTARIIE GRIIHON. B TEROX
innonimm Ao cuRaniixadifl, o micTareer ¥ pecntprnifuosy aocas. FlpoTAKkoan PupoGUrLEnS, ROKYETRA T aHANI2ia GyNCURDETARAYTO TA RETAHORICHO
ianosimieTe GMP.
Comments fRoueuTapi: i
The batch §izc is indicated as coscs yuamtity per manufaciured batch, Cine ease has 32 consurmr paeks, / Pasnip cepil 3aanaucHn 2K Kinkslere !
kopedis aupafizonnt cepit, Ooun koepof nictits 13 cmmunssi ¥naKoBoK. ‘ ;

Thits test 18 perforied on oae batch per i, of every eenth batch, whithever fs more Gressequent # TeeT nporomzhes 12 | copil ua pix 2o ua
_l_go:m:m tta gecaiit, are se piule ORHOM pIoY #8 pir. ' !

Nrme And Pasior/HitLe of Fesun At hoTTFIng 16 BAICH FElERst £ -y PE—— Tate ot signaturef
[ipi:enniesa nocural/ieanna acoli, Fin ANIAT N01EETHE BIGYER s : Jeza nianuecannat -
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HEPXKIIIKCITY KBA
AEPKABHA CJHYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIH OBJIACTI

npocnekT Banepis JlobanoBcskoro, 51, M. Kiis, 03110, Tem/takc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https.//www.dls.gov.ua, Koxg €IPTIOY 37078774

BHCHOBOK
Nnpo SIKICTH BBE3€HOI0 B YKpaiHy JTiKapchbKoro 3acody

21.03.2022 Ne 11792/22/10

HYPODEH® JJIA JITEH ®OPTE

(HaliMeHyBaHHA TTiKapCHKOTO 3acoy 3TiTHO 3 peecTpaliliEIIM NOCRITIeHHAM)
CYcIleH3is opajbHa 3 alebCHHOBHM cMaroM, 200 mr/S sur; mo 100 ma y durakoni; mo 1
(IaKOHY ¥ KOMILIEKTI 31 IIMPHIIOM-T03aTOPOM ¥ KapTOHHIA Kopooni

{thopMa BUNYCKY, 1OIYBAMIEA, BIL] HAKYBAHEA MiKAPCHKOIO 3ac00y)
Howmep peectpaniitnoro nocsiquenas UA/8233/01/02 crpoxk aii peectpaniitoro nocsizuenns 01.01.2099
Cepis nikapcekoro 3acoby Ne ADL697 KimbkicTs BBe3eHOTC MKApchKoro 3acody 35296

BupoOHik PekxitT benkizep Xenckep (FOKeit) Jlimiten, Bennka Bpurania

{HaiiMeHYBaHHA BIIPOOHIIKA IiKAPCEKOTO 3ac00Y, KpalHa IoX0KeHHA)

BBeseHo B YKpaiHy ToBapHcTBO 3 00Me:keHOI0 BinmoBigaabHicTIO "PeRKiTT Benkizep
Xaycxoan Exna Xexce Kep Yipaina", inent. xog: 33696041

(HaltMeHyRaHEA Ta ko1 2a €APIIOV roplimrdHoi ocodil abo Mpiseinme, iM'd, o HATEKORL
isirEei ocodIl - MiTOpIeMId, il Miclie MPOKIBAHHA TA peccTPalliiiHI HoMep o0:TikoBoI
KAPTKII IIMATHIIKA TOJATKIR 200 cepid Ta HOMep OacmopTa}

IIporoxon BizyanbHoro kontpomo iz 21.03.2022 Na 0719/1.

3a pe3yNbTaTAMH JEpKABHOTO KOHTPONK: BCTAHOBIEHO, IO JIKAapchKHi 3acid BBeseHO B VYipaimy 3

JAOTPHMAHHHAM BHMOT 33K0HOJABCTBA W00 3a0e31eueHHS AKOCT MKapChKIIX 3acobiB.

Bragucnas [IETPOCOB

(nianuc) (iniuiany Ta npizauiue)




SKU 3035145 ‘i'FRecki "

COA VERSION 18 QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI

NAME OF PRODUCT: |[NUROFEN® FOR CHILDREN FORTE CERTIFICATE/CEPTHOIKAT
HA3BA IPOAYKLIT: |HYPO®EH® AN MUTEN ®OPTE Ne 1

Cuountry of manufacturin‘g__;‘ Kpaina-supobunk United Kingdom Benuka Bpuranis

CERTIFICATE REGISTRATION NUMBER: UA/8233/01/02

HOMEP PEECTPALULIITHOIO MOCBIAYEHHA: |UA/E23301:02

Strength / Potency: / Cuia it / AkThanicTs: Ibuprofen 200 mg/ 5 ml/ I6¥vnpoden 200 mri 5 mn

Dosage form / Jlikapceka hopma Orange Oral suspensian, 200 mg’ 5 ml7 CycneHiis opansha 3 aneThCHHORKM CMakoss, 200 wesS M

G0 ml of suspension 1n a battle, 1 bottle with a syringe as a dosing device tn carton box / 00
Package size and type / Posmip Ta Ten naxopsanna a1 cycnensily dnaxodi, 0o 1 Grakony ¥ KOMIICKT 3 WNPHLOM-D033T0POM ¥ KapPTOHHI

KopoGii
BATCH NUMBER / HOMEP CEPIi: ADL&YT DATE OF MANUFACTURE: ! AATA BHPOEHIIITBA: D2/2022
2 EXPIRY DATE / T o & N %
*BATCH SIZE / *PO3MIP CEPIi: 18797} MTHOCTI_M AIAKIHMEMHATERMUHY 02/2024

Manufacturer is responsible for manufacture,
primary and secondary packing, quality control
testing and release { Bapobuuk sinnaeinaneunii 3a
EpoGHHUTED, NepBHEHE Ta BTapuHHe NakyBanps, |Pekkitt Benkizep Xenckep (FOKeft) Miviven, Jencanm Jlefin, Xana, HUS 7DS, Benuxa
KOHTPO/b AKGLTI T4 BHNYCK cepii: BputaHis

Reckitt Benckiser Healthcare (UK) Limited, Dansom Lane, Hull, HU8 7DS, United Kingdom

Manufacturing License/ Jliueniin ua snpofunurso: [MIA 63

ANALYSIS ANALYSIS

TESTS LIMITS L :
MOKATHELEN S PEIVJILTATI PEIVILTATIL
AWAJII3IE ATIANIIE
10012693 22
Description / Omuc: An oftf-white syrupy suspension with a characteristic orange |Complies/BiafComplies/Biano
Organoleptic assessment . OpraHoRenTHYHHA MeTOA odour noeinac Biac

Maitke ©Gina cuponomogibHa cycreH3iga 3  XapaKTepHHM
JanenbcHIHOBHM 1amaxoM.

Identification / InenTudirauin

Ihuprofen / 16ynpodien: N Positive: Pusitive:
{BEPX: HPLC) Positive/Tlosutusno floastemde  [(3emnTieno
lbuprofen / lGynpodien: s Positives Fositive:
{[Y-cnekrpockonis/ FTIR) RosiliverTlogeminio Jrtosurnene  Jrlosuriseno
Domiphen Bromide / Zomideny Gponrin: o |P.35n'.v|_-, |P()5ili\'ef
{BEPX: HPLC) Rosilivelloumunng Mossthene  [(ToanTieHo
pH {Cap. ©.2.2.3: Eur. Ph.2.2.3) 4.0 4.5 44 435
Density at 20 °C, g/m1/ Tyernaa (npu 20 0C), r/ma 1114 - 118 g/ml 7 r'mn l"j:;'“' I I:hﬁml
fbuprefen content/ KinbkicHe BHIHAMEHHA o e 396wy 1.96 wiv
i6ynpogeny (BEPX: HPLC) SN -2 RTioh Mi06 W05
Domiphen Bromide content / Kinbkicne . .
BusHauensia Jomidieny 6pomia (BEPX! HPLC) 0.0090 - 0.0110 % wiv: mic6 oM SO
**Microbial Quality; / **MikpoGioneridna Last tested: 11.2021
usteToTa: (Eur. PWEBp. @, 2.6.12, 2.6.13, 5.1.4) Jata 0CTAHHBOTD TECTYBAHA' '
B ; N 'RiajComphiesiBiano

a} total aerobic microbial count (TAMC)y3araiisne 5 o i T Compl'es Bl AR
T not more than 10° CFU/ml ¢ He Glimuwe 102 KV O 10k, BLAAE
b) total fungal yeast and mould count {TYMC) Complics/BinfComplics/Buno
3aransiie YHCI0 APiAOKERHX/MALCHABHX rpubip not more than 10" CFUiml ; e Ginswe 100 KYQovn Rl LR
(TYMC)

PAGE10OF3

Reckitt Benckiser
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SKU 3035145 ‘:’Reckitt

¢) Esherichia coli Absent in 1 ml / Biscythicts g | M3

Reckitt Bencklser PAGE 2 OF 3
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SKU 3035145 ‘;?Reckitt
Benckiser

Certification statement: / 3anBa npo cepruditcauino:

IRESL-‘LTS oF 'RES'UI,TS OF
ANALYSIS  fanvarvsis

TESTS LIMITS
. PEIYILTATHIPEIY.ILTATH
NOKA3HIKN HOPMIL ANANBIE  Lasanm
10012690 10012689
Description / Onnc: An off-white syrupy suspension with a characteristic orange |Complies/Bia]Complies:Riano
Organoleptic assessment - Opravonentuurnh veton  lodour Hoeiaae Rinac
Mafixe 6ina  cuponononitua CYCHEH3IA 3 xapaxTepHum
AICThCHHOBHM 3ANAX0M,
Identification / lnentugirkauia
Ibuprofen / I8ynpaden: s i Positives Positive/
{BEPX: HPLC) RositivelTlommigid fllowmtneno  {MoanTnsue
ibuprefen / I6ympoden: - Pasitivef Positive/
([4-cnerTpocxonis’ FTIR) Positivelosuruaso TloanteHo  [Momrnsac
Damiphen Bromide / Tomieny Gpomia: i Positive/ Positive:
(BEPX: HPL.C) Positive:Tlosntuzna [lozutieno  fMosutvero
pH (Cap. ©.2.2.3: Fur, Ph.2.2.3) 40 4.5 4.5 4.4
Density at 20 °C, g/ml / T'ycruns (npn 20 0C), r/ma §1.14 - 1,18 g/ml / riun l.lr?Mg;ml ].I:Mg;ml
Ibuprofen content/ Kintkicxe Bnsnaveins 195w 306 wiv
JB-42%w f
16y npogrery (BEPX; HPLC; SIS0 Mo ni0B
Domiphen Bromide content / Kinbkicue = = 0.0097 wiv [ 0.0098 wv
BH3HAYeHHA Josipeny Gpomin (BEPX/ HPLC) 00050 ~0.0110 % s/ m/of M/of M00
**Microbial Quality: / **MikpoGiosoriuna Last tested;
ancrora: (Eur. Ph/Esp. . 2.6.12, 2.6.13, 5.1.4) Hara octannLore Tectypaua: 11.2021
a) total aerobic microbial count (TAMC)/saranshe . ) Complies/BigfComplies/Biano
i S h )2 ml ; z M ’
4HET0 a8poBilinx Mikpoopranizwin (TAMC) not more than 10° CFUsml 7 ne Binbwe 107 KYOhun nokinae Biae
b) 101al fungal yeast and mould caunt (TYMC) Complies/BinfComplies/Biano
‘3ATANLHE YHCHO APisKeBUN/TNICHAIEX rpHGin not more than 10' CFUsmi ¢ we Sinswe 107 KYO/imn 10BIpac L
{TYMC)
c) Esherichia coli Absent in 1 ml; BiacyrricTs B 1 ae Complies/BiafComplics: Biano

NoB1TAE Bijac

Thereby certify that the above information is authentic and accurale. This batch of product has been manufaciured, including packaging - labelling and guality control at
the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the specificalion it the Registrativn Dossier. The
batch processing, packaging and analysis record were in compliance with GMP.

Lnat 2 3aceiauyio, wo HasencHa BUwe iIPOpMALIR € AOCTORIPHOW Ta TOuKAK. L]0 CEPUG poay KUl §yna BnpuincH (BKIIOYAIONH DAKYBAHHA | MAPKYBAHHT} T
MPOBEACHD KOHTPAAL i AKOCT] Ha BHWE3aIHASHITI NiNLBIIL ¥ NOBKHT RIANORIZKOCTI '\ BHMDIAME GMP. BCTAHABNCHHMN MICHEBIM PETYIATOPHIM QPTranoM, a TIEDK
BLAMOBIAKO A0 cnewtdikadifl, wo MicTaTheR ¥ peeeTpauifinamy aotec. MpoTokean enpoGHuLTea, NakyBaHKA Ta AHANINE GYNO IILPErNAHYTO Ta BCTAHOBICHO
slanariaxicTe GMP,

Comments /Komenrapi:

* The batch size is indicated as cases quantity per manufactured batch, One case has )2 consumer packs. ¢ Poauip cepii smimaucno ax kinukicrs kopndir
BHpoGieroi cepit. OnnH k0poG AticTHTE {2 crokHaYMX YNAKOBOK.

** This test is performed on one batch per year, or every tenth batch, whichever is more frececequent + Teer nposoasTacy Ha 1 cepii aa pik afo wa
kOKHIR Ha necsril, ane ue pinwe ognoro pa3y Ha pik.

Name and position/title of person autharizing the bacch release /
Ipi3Binue Ta nocana/3BaHHA 0colH, Stka BUAANA 203BI Ha BHNYCK Signature / Mianuc
cepit

 PUNEET KUMAR "GP (Fereends Vgt 02 - Mar 2022

Date of signature /
fata nianucanns:

Reckitt Benckiser PAGE3 OF 3
Web www reckittbenckiser.com 02/03/2022 16:29



NEPKABHA CJIYKBA 3 JJIIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMMY Y KHiBCBKII OBJIACTI

npocnekT Banepis Jlo6aHoBCbKOTO, 51, M. Kuis, 03110, ren/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHCHOBOK
Npo AKicTb BBe3eHOro B YKpaiHy JikapcbKoro 3acoby

11.08.2023 Ne 38355/23/10

HYPO®EH® JUIS MITEA ®OPTE

(HaiiMenyBaHHA NikapchKoro 3acofy 3rimHo 3 peccTpauifuM NOCBiAMEHHAM)
cyciiensisn opajibHa 3 anejLCHHOBUM cMaKoM, 200 mr/5 ma, no 100 ma y dnakoni; no 1
$aakoHy y KOMIUIEKTi 3i INPHIIOM-103aTOPOM Y KapTOHHIil kopo6ui

(thopma BUIYCKY, A03YBaHHA, BHJL IAKYBAHHS JTikapchkoro 3acofy)
Homep peectpauifttoro nocsimuenns UA/8233/01/02 crpox aif peectpauiitnoro nocsizuenna 01.01.2099
Cepis nixapepkoro 3acoby Ne AET065 KinskicTs BBe3esoro nikapcbkoro 3acoby 113340

Bupobuux PexkitT Benkizep Xenckep (IOKeif) Jlimiten, Benuka Bpuranis
(uaiiMeHyBaHHA BUPOGHUKA /HKapCLKOTO 3ac00y, KpaiHa NOXOUKEHHA)

BaeseHo B YkpaiHy TosapucTBO 3 06Mexeno0 BianosinanbHicTio ""PexxiTT benkisep
Xaycexoan Eun Xeac Kep Ykpaina', inenr. kon: 33696041

(HaitmeHyBaHus Ta Koz 32 €JIPTIOY ropuauanoi ocobu a6o mpisBuing, iM'a, o Garrkosi disminol
oco6u - mianpuems, i Micue nposkuBaHHA Ta peectpauifinuit Homep 06:1ikoBOT KapTKH [LTATHUKA
nonarkie abo cepis Ta HoMmep macnopra)

Ipotoxon Bisyanssoro xourpome six 11.08.2023 Ne 2427/1.

3a pesymbTaTaAMH [EPKABHOTO KOHTPOMIO BCTAHOBIGHO, WO JiKapchkmii 3aci6 BBeseno B YkpaiHy 3
JAOTPHMAHHSIM BuMOr 3aKOHONABCTBA 100 3a6e3neueHHs AKOCTI NiKapCLKUX 3ac0biB.

Kotasposa JL.B.

(nianuc) (mpizsuute Ta inivian)




21 ELAL Y2 L -

COA VERSION 18 UALIT ICATE / CEPTUDIKAT AKOCT

NAME OF PRODUCT: [NUROFEN® FOR CHILDREN FORTE CERTIFICATE/CEPTHOIKAT
HA3BA NPOAYKIUY:  |HYPO®EH® LA AITEH GOPTE Ne 1
[Country of manufacturing ! Kgai‘ua-sugoﬁmm United Kingdom Benuka Bpurais

CERTIFICATE REGISTRATION NUMBER: UA/8233/01/02

HOMEP PEECTPALIAHOIO NOCBIJYEHHSA: JUA/8233/01/02

Strength / Potency: / Cuna aii / AKTHBHICTD:

[buprofen 200 mg/ 5 ml / I6ynpoden 200 Mr/ 5 M

Dosage form / Jlikxapcbxa dopma

Package size and type / Po3mip T4 THR NaKOBaHHA

[Orange Oral suspension, 200 mg/ 5§ ml / Cycnen3in opanbta 3 ancaLCHHOBHN caaxom, 200 Mr/5 mn

TOU Tt Of SUSpensIon in a DOMIIE, 1 BOUIE Wilh @ Syringe as a QOSing Gevice in carion box 7 100
M cycnenail y gnakoHi, no | QpnakoHy y KOMNACKTI 3 WINPULIOM-A0IATOPOM Y KAPTOHHIH

x000Gui
BATCH NUMBER / HOMEP CEPM: |AET065 |DATE OF MANUFACTURE:/AATA BIIPOBHEILTBA: 06/2023
EXPIRY DATE / IATA 3AKIHYEHHA TEPMIRY
*BATCH SIZE / *PO3MIP CEPII: 9445 NPUIATHOCTI: 06/2025

Manufacturer Is responsible for manufacture,
primary and secondary packing, quality control
testing and release / Bupo6unk pianosigaannuii 32
BHPOGHHUTBO, NEPBHHHE TA BTOPHRHE NAKYBAHHS,
KOHTPOAL KKOCTI Ta BuUNYyCK cepil:

Reckitt Benckiser Healthcare (UK) Limited, Dansom Lane, Hull, HU8 7DS, United Kingdoin

Pexkitt Benkizep Xenckep (FOKeft) Jlimiten, fencos Jle#in. Xaan, HUS 7DS, Benuxa Bpurania

Organoleptic assessment / OpranonenrtuuiHi MeToa

orange odour’
Matixe Gina cuponotioniGua cycncH3ia 3 XapaKTepHH
ANEABCHHOBHM 3aMaxoM.

Mlnufacturing License/ Jliuenzin na supobuuurso: JMIA 63
RESULTS OF RESULTS OF
TESTS LIMITS ANALYSIS NALYS!S
OKASHITKS HOPMt PEIVABLTATH PEIYALTATI
AHARINB 10043179 JATAJNZIB 10043177
Description / Onuc: An off-white syrupy suspension with a characteristic [CompliesBinnosiaac JComplies/Bianoainac

Identification / InenTndixaunin

Ib fen / 16 3 -
i (B‘l::‘;’!;! ;?PLC)y mpoden IPosmvefﬂosumBuo Jrosiuver Dozmmusno fPositives Mowrusno
[buprofen / 16ynpoden: -
(l‘l-'::ncxrpocxgniz/ gT'I‘R) IPOSI!IVC’”O’.‘MTHB!IO IPosm\'al’ MNoautuano IPosm'vef MNosmtuano
Domiphen Bromide / Josmipeny 6pomin: "
|(BEP1)'(,J :lnPL(r:t;ml Aasiipeny Spamic Positive/Tloautusno IPosuivef Flomtisito IPosmvc»' nozcnfunnlqo
l;gi (€rp. $.2.2.3/ Eur. Ph.2.2.3) 4.0-4.5 45 4.4
Density at 20 °C, g/ml / Fycrusa (npw 20 0C), t/ma |1.14 - 118 g/m / vian ‘-‘rz‘fj'"' "‘;:;”“'
Ibuprofen content/ Kinsxicue Busnavuenns ; 4.1 wiv 40w
3.8 - 4.2 % w/ o
I6ynpodeny (BEPX/ HPLC) B - 4.2% wivi wiob \wob wiod
Domiphen Bromide content / Kinskicue 0.009% wiv 0.0099 wiv
4 -0 % W/
suauaueunn Jomidenuy Gpomia (BEPX/ HPLC) 0090 =001 10N il /ol Mio6 Ml0b
**Microbial Quality: / **Mixpobionoriuna Last tested: 06.2023
uyncrora: (Eur. PhEsp. ©.2.6.12,26.13,5.1.4) Jata ocTaHIILOrO TECTYBAHA: ’
la) 10tal acrobic microbial count (TAMC)/3aransie s . . [CompliesBianosiaee  [CompliesBianosinar
4HC0 AEPOBHHX MikpoOpraKiaMis (TAMC) not more than 10* CFU/m / 1 Ginbure 102 KYOimn
Ib) total fungal yeast and mould count (TYMC) [Complies/Bianoniaac  JCompliesBisnosina:

f3arankie YHCNO APiROKEBUN/TNICHABUN TpHGip
KTYMO)

c) Esherichia coli

not mare than 10" CFU/m / we Ginswe 10" KYO/mit

Absent in | ml/ BiacyThicts 8 ) M

t4

Reckitt Benckiser
Web:www.reckittbenckiser.com




Benckiser

Certification statement: / 3ansa npo ceprudixauito;
I hercby centify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging / labelling and quamy control at th
bove mentioned site(s) in full compliance with the GMP requirements of the Iocal Regulatory Authority and with the specification in the Registration Dossier. The batch
processing, packaging and analysis record were in compliance with GMP.
Liun A 3acBiZ4y10, WO KaneaeHa Bute ikdopmatlis € TOCTORIPHOIO Ta TOUHOI. Lito cepito npoayxuit Gyso Bupofaeno (skaoaiodil NaKyBaHHs / mapKysanin) Ta
nposeacHO KOHTpoR, 1T AXOCTI Ha Binterasnavenill Ainsunui y mosHin eignosizrocti 3 susorass GMP. acTanOBRCHIMN MICUCBIM PErYAATOPHNA OPraHOM, 3 TAKOXK
aianosinno a0 creundixadifl, wo MICTATLCA ¥ peccpauiliiony aoceé [lpotokonu BipoSHUNTEA. NAKYBAHHA Ta aHANIE 610 NEPEFARHY TO TA BCTAHOBACHO
sizrosiguicte GMP.
|Comments /iomenTapi:
* The batch size is indicated as cases quantity per manufactured batch. One case has 13 consumer packs. / Poauip cepil 3asnaueto 2k KinbKicTh KopoGia
supoGaeiiof cepii. OnH kopob MicTHTL k2 CTIOKHBYKX YNAKOBOK.
*+ This test is performed on one batch per year, or every tenth batch. whichever is more freeceequent / Tect npoBoauTsCA Ha 1 cepil Ha pik a6o Ha
KoKl 1a AeCATIM, ane e piwe oaHOro pasy Ha piK.

[Name and position/title of person authorizing the batch release ! - Date of signzmire !
. Signature / Ilianue .
TMpizsnuie Ta nocaa/spanus 0cobn, AKA BIAXAR J038in HA BUAYCK JlaTa nianucauun:
cnes s205me | Quetnbd fesson C &—> ¢y -Joy 2023

Reckitt Benckiser
Webwww.reckittbenckiser.com




JEPXKABHA CJIYXKBA 3 JIIKAPCBKMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KHIBCBKIN OBJIACTI

npos. Ceitiuunoi Hanii, 3, M.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JAPTIOY 37078774

BUCHOBOK
IIpo fAKiCTH BBe3eHOro B YKpaiHy JikapcbKoro 3aco0y

25.09.2023 Ne 46374/23/10

HYPO®EH® JLIsI JITEA ®OPTE

(HaliMeHyBaHHA TiKapChKOro 3aco6y 3riAHO 3 peeCTpalliiuUM HOCBITYEHHAM)
cycien3ist opaibHa 3 aneJIbCHHOBUM cmakoM, 200 mr/5S ma, no 100 mur y duaxoni; mo 1
d1aKony y KOMILIEKTi 3i IUNPHIIOM-A03aTOPOM Y KapTOHHii kopoGui

(bopma BUmYCKY, D03yBaHHS, BUA NaKyBaHHA J1iKapChKOro 3acofy)
Homep pecctpauiitioro nocsinuenns UA/8233/01/02 crpox aii peectpauiitnoro nocsinuenns 01.01.2099
Cepis nikapcskoro 3aco6y Ne AEV205 KinbkicTn BBe3eHOro nixapcekoro saco6y 114048

Bupo6uuk PexkitT Benkizep Xenckep (FOKeit) Jlimiten, Benuxa bpuranis

(naiiMenyBanHg BHpOGHHKA NiKapchKOro 3ac06y, kpaiHa HOXO/KEHHS)

BseseHo B Ykpainy TosapucTBO 3 o6MesxkeHOI0 BianoBiaanbHicTio "'PexkirT benkizep
Xayexoun Enp Xenc Kep Ykpaina", inent. xon: 33696041

(HaitmenyBanns 1a kox 3a €/IPTIOY ropuauuHoi ocobu afo npiseuine, iM'a, o 6arekoBi dizuunol
ocobu - mianpuemil, ii Micue NpoKUBaHHA Ta peccTpauifiHuii Homep 061iKOBOT KAPTKH M1ATHUKA
nogartkis a6o cepis Ta HoMep macHopTa)

IIpoTokon BisyaabHoro xoutpomo six 22.09.2023 Ne 2948/1.

3a pesynbTaTaMm A€PKABHONO KOHTPONIO BCTAHOBJIEHO, WO Jkapchkuii 3acib BBeseHo B VYkpaiy 3
AOTPHMAHHAM BuMOr 3aKOHOJABCTEA LIOJI0 3a6e3reueHHs AKOCTI NiKapCchLKux 3acobi.

v
\W Ipuna I[TAJIAMAP

(mianuc) (inittianu T2 npizsyme)

) A_':_. ‘\:\:Q.., -
<l \‘1.4;)&:',.‘,? 3
ST




SKU 3035145

FReckitt

COA VERSION 18

ALITY CERTIFICATE / CEPTUDIKAT AKOCTI

NAME OF PRODUCT:

NUROFEN® FOR CHILDREN FORTE

CERTIFICATE/CEPTH®IKAT

HA3BA MPOAYKLIL:

HYPO®EH® A5 JUTEN ®OPTE

Ne 2

Country of manufacturing / Kpaiha-supobrisx

United Kingdom Benuka Bpuranis

[CERTIFICATE REGISTRATION NUMBER:

UA/8233/01/02

HOMEP PEECTPALIIITHOI'O NOCBIAYEHHA:

UA/8233/01/02

Ibuprofen 200 mp/ 5 ml / [6ynpodien 200 mrf S Mn

Strength / Potency: / Cuaa ail / AKTHBRICTD:

Dosage form / Jlixapcoka opma

Orange Oral suspension. 200 mg/ 5 ml / Cycnensis opanbHa 3 anebcHHOBHM cayrakon. 200 Mrv5 an

Package size and type / Po3mip Ta THI nakosaHuA

TOU ™I OF suspension 1 a bolile. 1 DONIc Wilh a syringe as a QOSINg Gevice In carton Box7 100
an cycrensil y daaxoi, no | Gprakony y KOMINEKTI 3 WNPHUOM=-103ATOPOM Yy KapToHHIH
nobui

BATCH NUMBER / HOMEP CEPII: | AEV205 |[DATE OF MANUFACTURE: / JATA BIIPOBHULTBA: 08/2023
EXPIRY DATE / IATA 3AKIHYEHHSA TEPMIHY
*BATCH SIZE / *PO3MIP CEPIL: 14428 TIPILIATHOCTI: 08/2025

Manufacturer is responsible for manufacture,
primary and secondary packing, quality control
testing and release / BupoGuuk pianosiaannuufi 3a
BHPOSHUUTRO, DEPBHHHE TA BTOPIHHE NAKYBAHNA,
KOHTPO/Ib AKOCTI TA BUBYCK cepil:

Reckitt Benckiser Healthcare (UK) Limited, Dansom Lane, Hull, HU8 7DS, United Kingdom

Pexxitt Benxizep Xenckep (KOKe#t) Jlimirern. Oeticom Jlefin, Xann, HU8 7DS, Benuka Bpuranis

Manufacturing License/ liuensia na snpobunureo:

MIA 63

TESTS
HOKABHHKI

RESULTS OF JRESULTS OF JRESULTS OF
NALYSIS NALYSIS JANALYSIS
PE3YALTAT JPEISNILTAT JPEIVALTAT
1 ANATIIB 0 AHAMIIB fH AHAJH3IB

10048640 10045641 10045642

LIMITS
HOPMI

Description / Onnc:
Organoleptic assessment / Opranoncentiynnii Meron

An off-whitc syrupy suspension with a charactcristicfComplies/Bi [Complies/Bi]Complies/Bi
orange odour/ anosinae  Janosinac  fanosisac

Maiixc Gina cnpononoaiGia cycnensis 3 XapakTepiHy
ancabCHHOBHM 3AMAXOM. 1

Identification / Inentudicauin

(I9-crexTpockonis/ FTIR)

Ibuprofen / IGynpoden: i Positiver Positive/ Posilive’
of

(BEPX/HPLC) Posttive/lToauTuerio Momvieno  llosntieuo  JMosutnasio

Ibuprofen / I6ynpoden:

Positive/Tloantusio

Positive/ lPositi\‘c/ Positive/
Tlowruano  JTomrieno JFlozutnano

auncrota: (Eur. Ph/Eep. . 2.6.12, 2.6.13, 5.1.4)

Ja) total aerobic microbial count (TAMC){3aranshe
wHcno aepolHux mikpoopratismis (TAMC)

b) total fungal yeast and mould count (TYMC)
/3aransie 4MCao gpixokesux/naicusenx rputis
(TYMC)

Domiphen Bromide / Jomideny Gpomin: - Positive/ Positive/ |Posmve-'
(BEPX/ HPLC) Kasitivelllaavranto NMosutinsuo  fTlomruano Jrlonitusno
pH (€ep. ©.2.2.3/ Eur. Ph.2.2.3) 4.0 -4.5 4.5 45 45
Density at 20 °C, g/mt/ Cyctuna (npi 20 0C), r/ms ]1.14 - 118 g/ml / rinin "l::;:ml l.lrsmg';"ml l.lr6!Mg;ml
Ibuprofen content/ Kinskicne snsnavennn ) , 40wy 4.0 wiv 4.0 wiv
I6ynpodeny (BEPX/ HPLC) 3:8 =2 % wivipioh Mob mio6 M/o6
Domiphen Bromide content / Kinsiicne y . .
suinadennn domideny Gpomia (BEPX/ HPLC) 0.0090 - 0.0110 % wiv/ ar/ob 0'02336“' ) O'O:ﬁgﬁw’v O'OIS;GWN
**Microbial Quality: / **MixpoGionoriuna Last tested: 06.2023

JlaTa acTalHbOro TCCTYBAHS:

Complies/Bi [Complies/Bi]JConiplies/Bi

not more than 102 CFU/m) 7 ue Ginswe 102 KYOQ/sn nnosinae  fanominae  Janosinac

[Complies/Bi [Complies/Bi|Complies/Bi

not more than 10' CFU/ml / ne 6inswe 10' KYO/mn anosigac  fanopiac - |anosizac

o7 Ned j’D,AEE
7 i it
i meats

(PAIM“‘ Sk

Reckitt Benckiser
Web:www reckittbenckiser.com




SKU 3035145

c) Esherichia coli

Absent in | ml / Biacyruicts B 1 M1t

‘;"Reckit.t

Reckitt Benckiser
Web:www.reckittbenckiser.com




SKU 3035145 ¥ Reckitt
Benckiser

Certification statement: / 3anBa npo ceprudirauiro:

] hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging / labelling and quality control at
he 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.

Listat 2 3acBinUy'Io. O HaseaeHa sinwe indopsauis € aocrosipuaio Ta Tounoo. Llio cepito npoayxuif 8y 20 BupobicHo (8kI04A04I NaK) BaNHA { MAPKY BAIIA) TA
NPOBEACHO KOHTPONS il AXOCTE Ha Binure3aTHAYCHIN AinsHi Y noBKIt BianosimiocTi 3 Bitvorayit GMP. BCTaROBACHHMIL MICLIEBIM PCTY MTOPHIM OPralioM. 2 Takox
Bianosizxo o cneundikadift, wio MicTRTECA y peceTpauifisiony tocse. [lpoToxoa sipoSHIUTER, NakysaNus T8 MamiIis 65N0 HEPETNAHYTO Ta BCTAHOBACHO
pinnomianicts GMP.

Comments /Komeutapi:
* The batch size is indicated as cases quantity per manufactured batch. One case has £2 consumer packs. / Posip cepif 3asuaueHo gk xinekicts xopoGis

pupoBnenoi cepil, Onun xopo6 MicTUTE LI CROXKKBUHX YIAKOBOK.
** This test is performed on one batch per year, or every tenth batch, whichever is more freeceequent / Tect riposoanTbes Ha | cepil na pik abo xa

KOXHIA Ha ZecaTill, ane e piawe oaNoro pasy Ha pik.

Date of signature /

Signature / Minnne :
Pras Rara nianucanus:

7
( Jﬁ‘~“ 29/ vs/ 2c17

Name and position/title of person authorizing the batch release /
Mpisauiue Ta nocana/iganus ocobi, AKA BRAANA A0IBIN HA BUNYCK

aws _ thes {.(}/’

Reckitt Benckiser
Web:www,reckittbenckiser.com
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