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Benckiser

COA VERSION | 23 QUALITY CERTIFICATE / CEPTHOIKAT IKOCT]

NAME OF PRODUCT: NUROFEN® COLD & FLU CERTIFICATE/CEPTH®OIKAT

HA3IBA ITPO X YKIII]: HYPO®CH® KOJIJ & OO N2 364162

Country of manufacturing / Kpaira-supofnnk

United Kingdom Bemmxa bpuTania

CERTIFICATE REGISTRATION NUMBER:

UA/17937/01/01

HOMEP PECCTPAIIHHOTO TIOCBIAMEHHS:

UA/17937/01/01

Strength / Potency: / Cuna nii/ AKTHBHICTB:

IBUPROFEN 200 MG/PHENYLEPHRINE HC| 5 mg / IBYTIPOMEH 200
MI/OEHUIEQPIHY ITPOXIIOPHN] 5 M

Dosage form / Jixapcrka dopma

film coated tablets/Ta6neTwu, BKPHTI ILUTIBKORO) 060NI0HKOI0

Package size and type / Posmip T2 Tun nakosanns

INe12 (12 x 1) in blister/ No12 {12 x 1) y 6micrepi

BATCH NUMBER / HOMEP CEPII:  |sHo4s DATE OF MANUFACTURE: / JIATA BHPOBHUIITBA: 07 2024
. EXPIRY DATE / ZATA 3AKIHYEHHA TEPMIHY
*BATCH SIZE / *PO3MIP CEPII: 273 Ca IIPI/IJI:THOCTI:QA 07 2026

Responsible for manufacture of the product, packing,
quality control and release / Bianosixaneumii 3a
BHPOSHHITBO, maKyRanus, KONTDOIB SIKOCTI TA
BHIYCK cepiit

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

Pexxirt Benxizep Xenckep Inrepueisn Jlimiten, Horriarem caiir, Tehn Poya,
Hotrinrem, NG99 2DB, Bemxa Bpurania

12862

Manufacturing License/ JTinenain na BRPOOHIIITBO:

Appearance/3opaimmniii urag

A yellow, round biconvex film-coated tablet with an identifying
logo in black on one face/ Xonri TafneTkH kpyrmof dopmn,
NBOOMYKIH, BKPHTI [ITIEKOROIO 060I0HKO0, 3 HaJPYKORAHHMM
inenTudikyounm oroTHIOM FOPHOTO KONBOPY Ha 0OHOMY GoLi.

Complies /
Bianoginae

Ydentity of Ibuprofen/ Irearadicauin ibynpodeny -
by HPLC/meropom BEPX - by diode array
detection/npn AioxuoMATPITHOMY AeTexTyBaui'

Complies / Bianosizae

. . . . Complies/ Bi i
If tested will comply/Sxmo TIEPEBIPACTRCA, IOBMHHA BiIOBIAaTH omplies / Bianosirae

Identity test of Phenylephrine HCY [nentndixanis
derited puny rigpoxaopuay - by HPLC/merononm
BEPX - by diede array detection/npn
ﬂiO}.‘lHOManH‘IHDM}’ nerexTyeamni'

Complies / Binnonizae

. . . . Complies / Binnorinae
If tested will comply/Sxmo HCpeBlpAETHCA, NOBHEHA BIAMIORINATH P AHOBIR

Average mass / Cepegnn maca

mg/tablet

342 342 (mr/tatn)

325359 mg/mr

Uniformity of mass/Oxnopianicrs mack

Complies with Ph Eur/ Biznosinac BHMOram €pp.Papm. Complies / Binnorinac

Disintegration / Poznanaemicrs

Complies with Ph Eur/ Bignoninae sumoran Cap.Papm. Complies / Bignosinac

Dissolution/ Posunnenss? - Ibuprofen/ I6ynpodien -
Phenylephrine HCV®eninedpiny rigpoxiopna

NLT 70% (Q) of stated Ibuprofen in 30 minutes/ He mMenwe 70 % [ Complies / Bianogimae

(Q) Brazanoro Ha eTHKeTH] iBympodeny nopreme PO3YHHHTHCE
nporarem 30 xs.

NLT 70% (Q) of stated Phenylephrine HCl in 30 minutes/ ne Complies / Binnosizae

menwe 70 % (Q) pxazanoro Ha ETHXETL] peninedpiny
ri,r_lpoxnopm:(y TOBHHHO PO3MHHHTHCE MpoTsarom 30 xa,

. . N _ 201.2 mg / tablet
Ibuprofen content / Kinexicnnii saicr Iéynpodeny 192.0 - 210.0 mg /tablet (mr/Tabn) 201.2 sr/ Taemey
P I . G,
hcrlly ephrine I:ICI content/ Kinnkicnuit smicr 475 — 5.25 mg Mablet (Mr/ra6m) 4.93 mg / tablet
Genintedpuny rizpox;iopugy 4,93 wr / TafineTy
Phenylephrine HCI related degradation products/ Crnopigneni cnoayxn dbenineppuny rixpoxanopuays :
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Phenylephrine Ibuprofen Amid/ ®eninedpun
iGynpoden amia

INMT 0.5% w/w relative to Phenylephrine HCI content/ He
Ginpiue 0,5 % w/m BigHOCHO BMicTY deHinedpuny TLAPOXIOpUAY

Complies / Bianosinae

4,6 Isoquinoline/4,6-izoxinonin

NMT 0.5% w/w relative to Phenylephrine HCI content/ He
Ginbue 0,5 % /M BiAHOCHO BMicTY (eHitedpuy FiAPOXNOpHAY

Complies / Bianosinae

4,8 Isoquinoline/4,8-i30xinoain

NMT 0.5% wi/w relative to Phenylephrine HCI content/ He
Oinbure 0,5 % M/M BigHOCHO BMicTY theninedprHy rigpoxnopuay

Complies / Bianosinae

Any individual unknown deg./ Byau-nxuii
inpuBinyaneunii npogykT possaany deninedpuny
TilpOXJTOPUAY

(NMT 0.2% w/w relative to Phenylephrine HCI content/ He
Ginsiue 0,2 % m/m BimnocHo BMicTy deninedpury rinpoxnopuay

Complies / Binnosinae

(NMT 1.5% wiw relative to Phenyleplrine HCI content/He

Total phenylephrine HCI related deg./ Cyma
IPOAYKTIB posinany deninedpuny rizpoxmopuigy

Ginbie 1,5 % /M Bignocno sMicty deninedpury rimpoxnopuay

Complies / Binnosinac

Ibuprofen related degradation products/ Cnopigreni cnonyxn iGynpodeny?:

BTS 47711 NMT 0.2% wiw relative to Ibuprofen/ He 6inbiue 0.2% wm/a
BigHocHo BmicTy iGympoderny Complies / Bianoginae
BTS840655 NMT 0.2% wiw relative to [buprofery He 6imsiue 0.2% /v

BiTHOCHO BMicTY ifynpodeny

Compties / Bianosigae

Any individual unknown/ Byab-srcui inauBigyanenmii
HeBlaonuii apoxyKr posknany iByapodeny

NMT 0,167 % wiw rel. to Ibuprofen/ He Ginpime 0,167% pm/m
BintHOCHO BMicTy iGympodieny

Complies / Binnosigae

Total related degradation/ Cyma NpoAYKTIE posxragy
isynpodeny

[INMT . 7% w/w relative to Ibuprofen/ He 6inbrue 0,7% m/u
BlaEOCHO BMiCTY iGynipodiery

Complies / Bignosinae

Uniformity of dosage units - Pherylephrine HCI1/
OnnopinuicTe gosorannx ogunnnn Deninedpuny
rizpoxsopuIy®

Complies with Ph Eur 2.9.40/Binnosizac suvoram Eap.Papm.
2.940

Complies / Bignosinac

Uniformity of dosage units - Ibuprofen/
Onnopianicrs go30Bannx oguunus I6ynpodeny*

Complies with Ph Eur 2.9.40/Bignosigac BAMoran E€pp.Papm.
2.9.40

Complies / Binnoeinac

Microbiological test/
Mikpebionoriyna suerora’

Aerobic bacteria/ Aepofni Gaxrepii (TAMC)

Yeasts and Moulds / Ipisaski va nnicunsi rpuixn
(TYMC)

Escherichia coli

INMT 10" CFU/g / He 6inewe 10° KYO/r
NMT 10° CFU/g / He 6ineure 102 KYO/T

Absent in 1 g/ Mae 6yTa incytaiMe 1 T

Last tested
Hata ocranuboro Tectyramma

122023

Complies / Bianogizac

Complies / Bixnosizac

Complies / Binmorinae

Certification statement: / 3anea npo cepTHdikanig:

[ hereby certify that the above information is authentic and accurate. This batch of product has been manufactured
at the 2bave mentioned site(s) in full compliance with the GMP requitements of the locai Regulatory Authori
in compliance with GMP,

The batch processing, packaging and analysis record were

, including packaging / labelling and quality centrol
ty and with the specification in the Registration Dossier,

Uk 7 saceizsyto, wo nasenena suie iH{opmaniz € ocTORIpHOW Ta ToMNOI0, o cepito nponyknii ymo BHPOOIEHO (BIUTIOY AN A RaKYBAHKA / MapKyBaHHA) Ta

NPOBENEHO KOHTPONE i 2K0CTI HA BUIIEIA3HAYEH T AinbHULL

¥ NOBHil BiznosiasocTi 3 BuMoramMy GMP, scranoBnenumMn Micuerum PErYNATOPHEM DPraHncM, & TAKOXK

BiANOBiAHO MO eneundixadiit, wo micTaTeca ¥ peectpanifinosmy focee. [Ipotoxony BUPOGHUITRA, MaKYBAHNS Ta AHATI2IB GyNo nepernasyTo Ta BCTAHORNEHO

BIATOBiANICTL GMP.

Comments /KomenTapi:
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"The batch size is indicated as cases quantity per manufectured batch, One case has 144 consumer packs,
Po3uip cepil 3azeaveno sk KinbkicTs kopoGis BrpoGnenol cepii. Onun KOpaG MICTHTE 144 CIOXUBYRX yTAKOROK.
1 — The tests are not routine/ i Tectu He € pyTunmEMA.

2 - The test is carried out once every six months or on every tenth batch, whichever is the first at release, At shelf life the testing schedule will be in line with the
stability protocol./ BunpoGysauns UPOBOAATECS GOMH Pa3s Ha miBpoky abo ka koxkHil gecsTil naptii, 3amesKHO BIT TOD, 1o BiROYRACTLCA MeEPIIHM TTPH sunmycky. Ha
TepMIH 3Gepiraita rpadik Tectysans BIANOBiAAE OPOTOKONY CTabiIBHOCTE,

- The test is carried out once every six months or on every tenth batch, whichever is the first./ BunpoGysauns nporopsrres Ppas Ha nispoxy 266 koxay gecary
MAPTiz0, 3AMeKHO Bix Toro, Mo 8infysacreca mepmum. Ha TepMin 3Gepirania rpadik TecTysanus BIANOBiAZE NPOTOXONTY CTabinEHOCTI.

schedule will be in line with the stability protocol./ Lli TecTs me ¢ PYTHHHHMH: KOHTPONE M€ 3AICHIGBATHES HA CBIKOBHPOBICHIH cepii oqun paz #a pix. Ha tepmin
30epiranns rpafdik TECTYBAHHA BianOBinae TPOTOKONY CTAGINBEHOCTI,

Name and position/title of person authorizing the batch release /
Ilpissaue ta nocana/spanus 0colu, Ak BHARTA A03BIT Ha Bunyex cepii

Date of signature /

Signature / HMianue X
Hara nignneannn:

"T_ ?Iecrmnicah'y signad by: Mandgy
Slgnatu re: % \ﬁm R:‘E;:ﬁ-f:ar 32p rove this document,
Dale: Sep 24. 2024 68:57 GMT+7
Email: mandy.turgoose@reckitt.com

Mandy Turgoose. QP !/ Operations Quality Manager,

QP Release 14.08.2024, 13:12:26

Etacironicaily signed by: Andrew Godber T — Elactronically signed by: Philip Knight
P R : | arn tha auther of fhis . : i 2
Signature: M document o o Signature: <, - orumgnt o 2w tis
Date: Sep 23, 2024 17:34 GMT+1 Date: Sep 23. 2024 21:48 GMT+1
Email: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
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