JEPKABHA CJIY/KBA 3 JJIKAPCBKIX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMMH Y KNIBCHKIU OBJIACTI

1poB. Caitmuasoi Hazii, 3, M.Kuis, 02099, Ten/(axc: (044) 363-06-5 0
E-mail: dls.ko@dls.gov.ua, Kog €EIPTIOY 37078774

BUCHOBOK
Npo SIKiCTH BBE3€HOT0 B YKpaiHy JIIKapCbKOro 3ac00y

29.02.2024 Ne 7519/24/10

| (HalMEHYBaHHS JIIKapCHKOTO 3ac0o0y 3TiAHO 3 peecTpauiiid
cycneH3isi opajbHa 3 aneJbCHHOBUM cMakoMm, 100 mr/5 ma, no 100 ma y ¢uiaxoni; no 1

hiIAKOHV B KOMILIEKTI 31 IINPpHIOM-103aTOPOM Y KapTOHHIiil Kopooui
((bopma_ﬁnnycky, [03YBaHHA, BHA MAKyBaHHA JiKapchkoro 3acoly)

UM IIOCBITYEHHAM)

Howmep peectpauiitioro nocsiguenns UA/823 3/01/01 crpox aii peecrpauiittoro nocsiguenns 01.01.2099
Cepis nikapcskoro 3acoby Ne AGA113 KinbkicTs BRE3€HOrO ikapchkoro 3acoby 17280

BupobHux ~ Pexxitr benkizep Xescke (YOKeit) Jlimiten, Benuka Bpurtanis

(naiiMeHyBaHHS BUpOOHUKA ikapchKOTo 3ac00y, KpaiHa MMOXOMKEHHA)

Beezeno B YKpaiHy ToBapHucTBO 3 06MEKEHOI0 BiAnoBigaabHicTIO "' PekKiTT Benkizep
Xaycxona Eng Xene Kep Yikpaina'", inenr. koa: 33696041 N
(uaiiMeryBanus. Ta koJ 3a €PTIOY opuanunoi ocobu abo npizsuile, iM's, 110 OaTEKOBI (hi3HyHOT

0cobu - miznpueMus, i Micue NpoKUBAHHA Ta peecTpauiiinui HoMep 00/11k0BOT KAPTKHM MJIATHUKA
nonatkig abo cepis. Ta HOMep macnopra)

TMpotoxo eisyaabioro xourpomio sin 27.02.2024 Ne 0227/2.
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19 ALITY CERTIFICATE /. EPTUDI]

~OA VERSION

? NUROFEN® FOR CHILDREN

Country of manufacturing / Kpatua-supoGHHK United Kingdom Benuka Bpurauis

CERTIFICATE/CEPTHOIKAT
N9 2

Ha 3 anepcuHoBMM cMakowm, 100

Pexxitr Benkizep XeNckep (IOKcﬁ) JlinmiTez, lencom Hci&ﬁ, Xann, HUS 7DS, Benuxa

CERTIFICATE REGISTRATION NUMBER: UA/8233/01/08
fHOMEP PEECTPALIINHOIO NOCBIAHEHHA: UA/8233/01/01]
| ] Orange Oral susnsion, 100 mg/ 5 ml/ Cycnensis opant
Dosage form / Jlikapcbxka gopma
| o MT73 ML |
Package size and type / Posmip Ta THN nakopanus |no 100 Mny dnaxoHi, o | dpnakoHy y KOMMAEKTI 3 WIPHOM-103aTOPOM ¥ xapTOHHINA
xopoOui
| _ EXPIRY DATE / JATA JAKIHYEHHA
*BATCH SIZE !.*P03MIP CEPIL: TEPM{HY IPHAATHOCTL:
Responsible for manufacture of the product, packing Reckitt Benckiser Healthcare (UK) Limited, Dansom Lane, Hutl, HU8 7DS, United Kingdom
BipoGHULTBO, NAKYBAHHT, KOHTPONb AKOCTI TA —
BiNycK cepils
RESULTS OF ANALYSIS | RESULTS OF ANALYSIS
PEIYVABLTATI AHAMIIB § PEIYVILTATH AHAJIB

{Strength / Potency: / Cuaa aii/ AKTHBHICTh! Ibuprofen 100 mg/ § ml / 16ynpoden 100 Mre 5 Mmn
100 ml in a bottle, | bottle with n oral syringe as a dosing device in carton box /
— — _ SATE OF MANUFACTURE: / JATA ' —
quality control and release / Bianosizanuunii 3a
| | | 1Bpuranis o |
Manufacturing License/ Jlinensin na BipoGHiuTeo: _
10055651 10055650

LIMITS
HOPMIL

TESTS
NMOKA3ZHHKI

White or aﬁ bff~ white, orange. ﬂaﬁdﬁrcd

Ysuspension /
Gina aGo Malixe 6ina cycreusis 3
ANENLCHHOBHM 3aMaxoM

Positive/[1o3nTHBHO Positive! [TozimisHo ~ Positive/ Tlo3trrisuo
Identification / Lnentudixania o - .
Domiphen Bromide / dosideny Gpomin Positive/[lo3uTHBHO Positive/ ITo3uTHBHO Positive/ Nosutisho |

1.16 g/ml # 1.16.TiMn

Descﬁption / Onue:

Complies/
Bianosinae

Complies/
Binnosinac

[dentiication / lnenndixanis
Ibuprofen / I6ynpoden:

Density at 20 °C g/cm® / Fycriua npn 20 *C 1.14 - 1.18 gfml 7/ 1,14 ~ 118 /M2 1.16g/mi/ 116 /M

2‘0 % |
0.0101 % 0.0102 %
Complies/ Bianosinae Complies/ Bianosinac |

Complies/ Bianosinae Complies/ Biznosiaac

Complies/ Binnosiaae Complies/ Bianosinae

Assay Ibuprofen/
Kinsxicue piuspadennn 16ynpogeny

[Assay Domiphen Bromide / -
Kinekicie iznavenns Aomideny 6pomin

»*Microbial Quality: / **MixpoGionoriuna qricmra:
(Eur. Ph/Esp. ®. 2.6.12, 2.6.13)

a) total aerobic microbial count (TAMC)/sarantue
YUCNO AepOGHNX MIKpOOpPraHi3MiB (TAMC)

Ib) total fungal yeast and mould count {TYMC)
faaransHe YHCAO APDKIDKOBHX i TIICEHEBHX rprobin
(TYMC)

0.0095 ~ 0.0105 %

Last tested:
Jlata OCTAHHLOTO TECTYBAHA!

not more than 10?2 CFU/ml / ste Ginwue 102
KYO;MH

not more than 10' CFU/ml / ne Binsure 10"
KYOimn
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AN
{Certification statement: / 3asea npo ceprudirauiio:
3 hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging / labelling and quality .cpntml atf.
$the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the specification in the Registration Dossfer, The }
{batch processing, packaging and analysis record were in compliance with GMP. "
111N A JacBinvyio, O HaBenena siwwe iHGOopMaLIa € ZocTosipHoto T8 Tounotw. [lio cepito npoaykuil 6yno snpobneno (BrAIOYAIONN NAKYBAHHA [ MapKyBaHHR) T8
NpoaeAcHO KOKTPONS i1 2KOCTI HA BHIEIAIHAYEHIT AinsHiui y nosRifi gianogianocTi 3 svoramit GMP, BcTanoBeHHMH MICUEBIM PETYNATOPHHM OPraHoM, a TakoK

{Bianosiano no cnewidpixadifl, Wo MICTATLCA Y peecTpauiftnory gocke. ITpoTokonir BHPOBHILTER, NaKYBAHHA Ta AHANI3IB Oyno mepernsHyTO Ta BCTAKOBNCHD
jsianosianicts GMP.

IComments /IComenTapis

§2 Every tenth batch or at least annually, Tectyethea koxua 10 cepin, ane ne menwe 1 cepil va pik.

§' Non routine. The initial three production batches will be tested and therealler every tenth batch or at least annually

IHe pyTiupult Teet. TecT npoBencHo Ha AEPLUX TPLOX BIPOOHHUNX CCPIAX, NOTIM NPOBOANTBLCA HA KOXHIH AecATifl, anc HE piAwe OAHOrO pasy Ha piK.

* The batch size is indicated as cases quantity per manufactured batch. One case has 12 consumer packs. / Po3mip cepil 3a3Haseno sk kinkkicts xopobis BispOBACHOT
Jcepii. Oy kopoO MICTHTS 12 COXIBYIIX YRAKOBOK.

:_ Name and position/title of person auhorizing the batch release /

{Mpizsie Ta nocana/s3sauns ocobi, Aka BHAAAA 103BIA HA BHNYCK
jcepil

Date of signature /
Jlara nianncannn:

Signature / Ilianssc
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