TEPXIIKCITYIKEA
JEPKABHA CJIYIKEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 34
HAPKOTUKAMH V KHTBCHKIH OBJIACTI

mpocnexT Banepis Jlofanorchkoro, 5 1, m. Kuis, 03110, rest/daxc: (044) 2753030
E-mail; dls.ko@dis.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
PO AKiCTEL BBE3CHOIO B Yrpainy nikapeskoro 3acofy

07.11.2019 Ne 53928/19/10

PHH3A®
(natMeryBanng Aikapcekoro 3acoly ariamo 3 peecTpaniiium mocain UEHHAM)
Tabnerkn, no 10 Tabaerox ¥y aicrepi; no 1 baicrepy B KapTonmii Kopobouixi
(bopma srnyexy, nozysanms, BHJ| TARYBAHHA Aikaperroro 3acoby)

Homep pecctpauitinoro nocsimserss UA/ 2078/01/01 erpox mit peecTpaniiioro nocsimrenns 06.11,.2019
Cepist nikapcskoro sacofy Ne KTR19005 Kinekicts BBeseroro nikaperxoro sacofy 77760
Fagking 10nix QapmackroTuran JlaGoparopis (Binninenms ¢bipmn "Ix. B.

Kemixanz eng ®apmaceiotixans Jira."), Inmis
(naliMewysanms BHDOOHMKE Hikapcskoro 3acoby, kpaiua OOXOJKERHA)

Beeserio & Vxpainy Tosapucrso 3 o6mexenono BinnoBinansRicTo " Makoncon i Hxoucon

Yrpatua", izenr. koa: 35893512
(HaftMenysarms Ta kox 5a EAPIIOY ropuanunol ocoby ato TPi3nHIE, iM'A, o Garakon] (izngnoy

00004 - nignpremu, ¥ Micue TPOMMBARES TA pEECTpAiiHuit HoMep 06nikopol kapTKn mrarHuka
Nofarkis afio cepia Ta Homep nacoopra)

Hporoken sisyannuoro konTpomo six 20.08.2019 3 3077/3.

Jlaboparopruit anazis AKOCTI mikapeskoro 3acoly saificrernil;

Heprasna HaYKOBO-T0CH THa 1aGopaTopis 3 KoHTPOMmO sKOCT] TIKAPCBKHX 3ac06iB Hepxasuoi

yetas€oBH "lHeTHTYT rpoMancskore 3mopoB'st im. O.M. Mapseera HAMH Ykpainn" (m.Kuig,
ByiLITomy npenka 50)

(HaliMenypanny Ta

MiClIRIHAXOmxKE HHA naGoparopii, 1o nposeia naboparopunit anatia AKOCTI)

BrcHosok mojo skoeri JKApCEKOro 3acoby, BuAAHKi naboparopieto sin 04.11.2019 Ne 3016

Pesynuraty naoparoproro auanisy sko<ti nixapeskoro 3acaly 3z nepeniperumy NokaskukaMu BIIOBiZa0TE
BHMOTaM METORIR XOHTPOMO AXcoCT] (ananitnyso-nopMatusmo] AOKYMeHTali}),

3a pe3ynsTaTaMy JEPKABHOTD KOHTpOJIIO BCTAHOBIICHO,

MO [iKAPCHKUM  3acis BBG3OHO B Vkpainy a1
AOTPpHMAHH

TBa 040 3a0e3reueHAs fKoeT] NiKapCLKuX 3acofis,
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Unique Pharmacentical Laboratories

QUALITY CERTIFICATE/ CEPTHOIKAT AKOCTI Ne 15FP19000675

(a Division of J. B, Chemicals & Pharmaceusicals Lid) TV-TMP-00944 rev 2.0

Product name/ Halimenysaenn HPeAYKTY; RINZA®/PUH3A® Pharmaceufical form/ Hirapesea thopra: Tablets/ Tebnerxn
Strengily/ 1 tablet contains: paracetame! 500 mg, chlorpheniramine maleate 2 mg, caffeine 30 mg, phenylephrine hydrochloride 10 mg

Cuana it I rabnerxa MicTTs: Rapanetason 500 Mr, Xnopiienipaminy maneary 2 Mr, Kkodeiny 30 mr, geninedpany rigpoxsopuny 10 mr

MAA number/ vomep PIT:  UA/2078/01/01 Manufacturer License/ Hosep Jlinensii na sapodnuairoo: DI/36T
Preduction site name and Unique Pharmaceutical Laboratories (a division of J. B. Chemicals & Pharmeceuticals Ltd.) Survey Ne 101/2 & 102/1, Daman Industrial Estate,
location/ Airport Road, Village Kadaiya, Daman - 396 210, India/

Haitsenysaniy va HOwix Qapuacsioriean MaSoparopia (simminenns dipyst ", 5. Kemizans eni Depuacsiotarans Jlen.*) Oxpyr Mo161/2 72 102/] . Hawmau
MICHEINRXOMEEU (0 AjATEH: lunacrpian Ecresit, Edtpriopt Poax, ceno Kagaita, Hamax - 396 210, Tagia

Manufacturing country/ India/ Ingis Paclage size and type/ Blister containing 10 tablets; 1 blister per cardboard carton/

Hepxasn papobuuw: Poanmip ta Tun akypanun:  no 10 Tabnerox y Gricrepi; no 1 Grictepy B xeprounii kopoBouni

Bateh Number/ Date of batch release®/ ”

Homep eepis: KTR19005 Hara peiycky cepif*; 29/06/2019

Da.tc of Manufacture/ 27/05/2619 Expiry Date/ 04/2022

Hara supobamyrua: Tepwin npunaruocrh:

Quantity/ Pasatip cepii: 78220 consumers units / cnox. yu,

Test/ Teer Specification/ Creundirauis Result/ Pesynurar

LDescription/ Onue  Round, flat, uncoated tablets having bevelled edges and the breakline on one side, pink celoured with dark pink and white
mottling/ Kpyri, naocki tanetkn 663 oGonomuxss si CROIGSHHMH KDARMHY T’ PO3MOALTEHOIO PHCKOIO 3 OJHaro Gexy, powesaro
KCABLOPY 3 TEMHO-POKCEHMHE TA Ginpni BKDALLACHESMIL

2. Identification/ Frearadisaniy ;

2.1.Paracetamol/ Retention time of the main peak of paracetamol in the chromatogram of the test Prepasation carresponds to the retention fime of

Tapauerason the main peak of paracetamol in the chromatogram of the standard preparation (Assay) / Hac yrpumysanng ocnonsoro miky
TBPAUETAMOINY Ky XpoMaTOTpami focrigxypagaro PO3UUHY NOMIHSH BIANORIAATH YACY YIDRMYBAKIY CCHOBHOTO niKy
MaPAUETAMONY 112 XOMATOrDAM CTABAAPTHOM posuny {Kinzkicue suananenns)

2.2.Caffeine/ Retention time of the main peak of caffeine in the chromatogram of the test preparation corresponds to the retention time of the

Kodein main peak of caffeine in the chromatogram of the standard preparation {Assay)! Yac yrplmysaniz 0cHOBOTD iy xodeiny na
XPOMATOrpasi NocHimKyBarore POJ4HHY NOBHHEH BINNGRINATH Y8CY YTPHMYEHES OCHOBHOTO niky xodeixy za Xpomarorpami
cranpapitoro posundy (Kinskicne BH3HAMEHHN)

1.3.Chlorpheniramine Retention time of the main peak of chlorpheniramine maleats in the chromatogram of the test preparation corresponds to the

maleate/ refention time of the main peak of chierpheniramine maleale in the chromatogram of the standard preparation (Assay)/ Qac
Xropdienipantiny YTPRMYBAIER OCHOBHOTG Riky xnopgenipaMiry maneary i XpoMaToTpami NocriguyssHoro PO3UNNY nOBHHEH Bianosizaty
ManeaT “18CY YTPHMYBaHES OCHOBHOTO miky ®iopdenipauiny maneary na XPOMaTarpan: crausapTioro posukny (Kinsxicse

BH3HAYEHNs)

2.4 Phenylephring Relention time of the main peak of phenylephrine hydrechloride in the chromatogram of the fest preparation corresponds to the

hydrochloride/ retention time of the main peak of phenylephrine hydrochioride in the chromatogram of the standard preparation (Assay) / Uac

Denigedpuny YTPHMYDRHIS OCHOBHOTE Riky deninedpuny rigpoxiopuay na Xpomarorpami AocRikyBaNore PO341RIY NOBUHEH BiANOBigATH

Fizpoxnoprn ATy YTPHMYBRHEH CCHOBHOTO Niky deninedpumy rigpoxnopuay na XPOMETOrpaMi CTERAAPTHOTO pomsay (Kimiiowe
BHIHEUEHMR)

2.5.Colosant Ponceay  The peak of maximum in the sample solution should be different from the peak of maximum in the standard solution by not more
4R/ than £ & nm / [Mik Mancmuyma ROCHBKYBALOMY POSUItE HOBKKeH BinpianaTies ain miky MAKCHMYME B CTAHIAPTIEOMY PO3UHH]
Bapouuk [owco 4R pe Ginsie ming ha 6 HM

3.Average weight/ o

Cepeparst maca 660 mgfur£5%

4. Uniformity of Not more than 2 tablets deviate from everage weight by more than 5 % and none deviates by more than 10%/7

weight of He Ginwue, i 2 Tabperin MOXYTh BIAXWIATHCS B CepeARGOi Mach Bixnive, nixc ua 5 % { wouna Tabnerka He Mowe
tahiets/Opnopin- BIXTARTICA BiXl cepenusol Mach Binpie, ik wa 10%
NieTE Mack TaBaeTorR

S.Disintegration time/ Yae PoITANARNs Not more than 15 minutes/He 6inpmre [5 XBUITHY
6.Dissolulion/ Posvunenuns Not fess than 70% {Q) for 60 minutes/ He menwe 70% (Q) 3a 60 xpsmm

7.Related compounds/ Cropinneni emonywn: Not more than 0,1 % of ilie content of paracetamol/ He Ginsiuc, iz 0,1%

; . Bin saicTy
4-aminophenol/ d-aMinodenon NAPALETEMONTY

A e

Comply/ Bianoninae

Comply/ Binnosinae

Comply/ Binnosinae

Comply/ Bignoninae

Comply/ Binnozinae

Comply/ Binnosinae

660 mg/mr

Comply/ Biznosigae

5 min/xs
Comply/ Bianosinae

<0,1 %

o



Unlque Pharmaceutical Laboratories 273
{a Division of J. B, Chemicals & Pharmaceuticals Lid)

TV-TMP-00944 rev 2.0
QUALITY CERTIFICATE/ CEPTHOIKAT SIKOCTI Ne 15FP19000675
Product name/ Haitsreuysamug HponyKTY: RINZAG/PUH3A® Date of Manufacture/Tata nupobunurea: 27/05/2019
Date of batch velense//{ata vunyery cepit 25/06/2019 Expiry Date/ Tepmin npuaaruoeti: 04/2022

Batch Number/Homep cepit: KTR19005

Test/Tecr Specification / Cnenudirenia Result/Pesyasrar
8. Assay/Kinnscicne suananenns
55,0 % 10 105,0 % of the declared content / 95,0% - 105,0% ein 3asuasenoro BMicTY 101,6 %
Paracetamol/Mapaneramon mg/tabl
4750 mg to 5250 mg / tablet/475.0 - 525.0 arraca. 508,0 .
Mrfiag
Caffeine/ Kogei 95,0 % to 105,0 % of the declared cantent / 95,0% ~ 105,0% »in 2as5avisnoro BMicTy 162,7 %
28,5 mp to 31,5 mp/tablet / 28,5 — 31,5 mrTabn, mg/tab/
: 30,8
MriTaf
95,0 % to 105,0 % of the declared content / 95,0% - 105,0% iy sasuagencro BMiCTY 1017 %
Chlorpheniramine maleate/ Xnopbeninay iny maneat
# PR SopRenlpaiisy 1.9mg 02,1 my/tablet/ 1,9 2,1 fragin ; 2 el
* Mr/Tad
95,0 % ta 105,0 % of the declared content / 95,0% - 105,0% eix sasnevenoro sMicty 1012 %
Phenylephrine hydrochloride/ !
eninedpuny rinpoxnopi 9,5 mg to 10,5 mghtablet /9,5 — 10,5 mr/ra6y, 101 mg/tab/
' Mrfrad
9. Mierobiological purity/MixpoSionorinia wuerors
Total Aerobic Microbial Count /3aransna xinekicrs Not more than 10° efy / &/ He Gintwe 10° xyo /r 10 CFU/y
aepoBsux Garreplit (TAMC) KyO/r
Total Combined Yeasts and Maulds Count (TYMC) / Not more than 10? cfu/ g / He Ginswe 107 xyo/r CFUry
3aransa Kinskics Apiacponnx anicHsannx rpiGin <10
(TYMCQ) K¥Cr
. } . . 3 I i - -
Escherichia coli / Knuikosa namga Absent in 1 g/ Bineyrniors s Ir Comply/ Biamosixge

Comntents / K oMermapi:

* Date of batch release is a date when specific batch was certified in fiull campliance with the GMP requirements and ellectronically signed for approval by Qualified Person at
ted,

validated computerized system of preduction site /JTare BHIyexy cepli - nava kond Aawa cepin Syna ceprudikoBakn 5 TOsHIK BiADOBIANGCT KO BHMOr HBII ta satpepmxena
Ynosrosaxeno Ocoborm manxon SHSKTPOHNUOTO NIANICY B BAM{HOBENIH KoMmoTepHiit cuctemi supoGaatiol ginsEmm,

** The date, next to handwritten signature shows actual date when paper copy of certificate wes printed and manyal

Bing py=moro NiAmey - AaTa, koK nanepona sepein ceprudivary Gyna PO3Apyxonata Ta Migmncars Ynosaasmien
Hoxymentysanns,

ly signed by Quaified Person in accordance with GDocP /fara
1010 0c0B010 ¥ Biamon{ziocTi a0 sunior Hasexcof Tlpaxruks

Certification statement /3ansa upo cepradinanite:

Thereby certify that the above information is authentic and accurate, This batch of product has been manufactured, i
mentioned site(s) in full compliance with the GMP requirements of the local Regulafory Authority and with the specif
country. The batch processing, packaging and analysis records were reviewed and found fo be in compliance with
AoCTOBIPHO© TA Toynow. Lo cepiro mpoaykuit Gyno BEPOONIEHD, BIUTIONAIOYH TaKYRaNNRA Ta MapLyDauHA Ta NPOBENEHO KOWTPOTE 1 AKdeTi Ha BHIE3IATHAERIH RINBHAN] ¥ oRwil

BUINORINAOCTI 3 BrMoTasy GMP, seranosnenumu MicuesnmM BEMYILATOPITMM OPrAHOM, & TAKO3K BiANOBIANO A0 cnemsdbixanil, mwo mictaTsos ¥ peectpauifinomy aocse xpasi-
IMropreps. Ipotoxom supobriirea, fakyealtia Ta avanisis Oypt nepernsayTo Ta BOTEHOBACHO BiANOBIAHIcTs GMP. . gt 2

“'L""!‘J AnPe q_ﬁ/]o ALk DG -Q4

QP Name / In’s YO Signature / Miamue
Date**/[ata*+

Position / TTocana




JEPXITIKCITYKBA
JEPKABHA CJIYXEBA 3 JUIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBHKIN OBJIACTI

npocrekT Banepis Jlo6anoscsxoro, 51, m. Kuis, 03110, Tel/daxc: (044) 2753030
E-mail: dis ko@dls.gov.ua, Kog €PITOY 37078774

BUCHOBOK
PO SKiCTh BBe3eHOro B YKpainy JikapcbKoro 3acoly

07.11.2019 Ne 53929/19/10

PHH3A®

{HaiteHyBaNHA TiKapcskoro 3acoby ariang 3 peecTpanifinuM nOCH TqeHEsM)
Tabaerkn, no 10 rabaerox y Oaicrepi; mo 1 Guicrepy B kapTonuiiH Kopobouni

(thopma sumycky, no3yeanms, B MaxysaHus NiKApChROro 3acoby)
Homep peecrpauiiinoro nocsigserns UA/2078/01/01 CTpOK Afi pecctpauitivoro noceigwenns 06.11.2019

Cepis nikapcekoro sacofy M KTR19006 KinbkicTs BBe3eHOrO NiKapcsKoro 3acoby 77760

B 1Onix ®apmackoTeran JlaGoparopiz (Binminenns bipmu "JIx, B.
Kemixans enp ®apmacsioraxam Jtn"), Inmis

(HalimenyRauss BHPOOHAKA NiKapCEROTO 3acoby, KpalHa MOXODREHH:)
Beesero s Vipaiky ToBapucreo 3 obmexenoro BianoBinasHicTIo "Isxoncon i Jxoncon
Yxpaiua", inent. koa: 35893512

(HalimenyraEHS Ta Kox 32 €IOPTIOY wopuausHoi ocobu abo npizBHILE, IM'A, No GaThkoBi (izaunoi
0c00x » mignpuemus, 1f Micue NpOKHBAHES Ta peecTpaniinuit Homep oGNikoBoT KAPTKH MIATHHKA
rojaTxis aGo cepis Ta HoMep nacmopTa)

Iporoxon sisyansnore konrposo sin 20.08,2019 N 3077/4.

JlaSoparopHuit aHati3 sxocTi TiKapesKora 3acofy 3icHenwmi:

HepxapHa HAyKOBO-1OCTIMHA 1260
ycraHoBH "IBCTHTYT rpoMaichKor
_Byn.ilonynpenxa 50)

PATOPIs 3 KOHTPOIIIO SIKOCTI JTIKAPCHKAX 33C06iB Jeprxasroi
0 370poB's iM. O.M. Mapseesa HAMH Yxpaiau" (M. Kuis,

(HaliMeRynaknd Ta MiCHeIHAXOLKEH HA naboparopil, wo nporena raflopaTopHHii aHai3 AKoCcT)

Buerosox wono axocri nikapcrkoro saco6y, sunanui naboparopieio sig 04.11.2019 Ne 3017
Pesynerary naGoparoproro anaizy aKocTi nika

PCEKOro 38c00y 3a MepesipenuMy NokasHuKaMi BIATIOBINAIOTE
BHMOTAM METOIB KORTPOIIO AKOCTI (AHAMITHYH

O-HOPMATHBHOT AOKYMEHTANT),

3a pe3ynLTaraMu HEpXKaBHOrO KOHTROMIO BCTaHOBICHO,

wo mikapenkmd sacif  seeseno s Vxpainy 3
NOTPUMAaHH

QT 33KOHOAABCTBA LION(O 386e3NeUeHHS AKOCT] MKAPCEKYEX 3acobin,

4

Vg

{nimnuc)

Ke.




Unique Pharmaceutical Laboratories

(a Division of J. B. Chemicals & Pliarmnceuricals-Ltd) TV-TMP-00944 rev2.0

QUALITY CERTIFICATE/ CEPTU®IKAT SIKOCTI Ne  15FP1 9001172

< Product name/ Halimenysanns npogyxry: RINZA®/PUAH3A® Pharmaceutical form/ Jixapeska gopma: Tablets/ TaGnerkn

Strength/
Cana piv:
MAA number/ nomep
Production site name

location/
Hadmenynsannn 18

Jepxana supobuuk:

Batch Number/
Homep cepii:

1 tablet contains: paracetamol 500 mg, chlorpheniramine maleate 2 mg, caffeine 30 mg, phenylephrine hydrochloride 10 mg
1 TaBneTka MicTATH: Mapaueramon SO0 Mr, xsiopdenipaminy mManeaty 2 Mr, kodeitty 30 mr, deninedipuiry rigpoxnopuay 10 mr

P.IL:  UA2078/01/01 Manufacturer License/ Homep Jinensii aa pupoGuunrso; DD/367
and Unique Pharmaceutical Laboratories (a division of J. B. Chemicals & Pharmaceuticals 1Ltd.) Survey Ne 101/2 & 102/1, Daman Industrial Estate,

Airport Road, Village Kadaiya, Daman - 396 210, India/

TOnix apmacsiotiran JlaGopatopis (sininenna gipmu "Ix. B. Kemikans enn Papmacsioruxans Jirn.") Oxkpyr Nel01/72 ta 102/1, Haman
sricneznaxomenus ninsnkn:  Inmacrpian Berelir, Bifpnopr Poax, cero Kazxaits, Haman - 396 210, Tuxin

Manufacturing country/ India/lugia  Paclage size and type/ Blister containing 10 tablets; 1 blister per cardboard carton/
Poamip Ta Tumaxypamas: 1o 10 1abnetok y Gicrepi; no 1 6rictepy B KapTOHKIH KopoGoui
Date of batch release®/
KTR19007 Java BROyCKY cepii*: 24/09/2019
06/09/2019 Expiry Date/ 08/2022

Date of Manufacture/
Jiara nepoSrmiTeA;

Tepmin npuaaTaoeric

172

Quiantity/ Poamip cepii: 78600 consumers units / cnmox. ym,
Test/ Tecr Specification/ Crietndiicainis Result/ Pesyinrar
1.Description/ Omiic Round, flat, uncoated tablets having bevelled edges and the breakline on one side, pink coloured with dark pink and white Comply/ Biznosinae
mottling/ Kpyri, nnocki Ta6netxy-Ges 0600nKY 31 CKOILIEHHME KpasMH Ta POSIOAINEHOIO PHCKOKO 3 OHOT0.0OKY, pexesoro
KONBOPY'3 TEMHQ-POKEBHMH Ta GilnMU BKparICHHAMY
Z1dentification/ Inenradixanis :
2.1.Paracetamol/ Retention time of the main peak of paracetamol in the chromatogram of the test preparation corresponds to the retention time of Comply/ Bignosinae
JTlapaueramon the main peak of paracetamol in the chromatogram of the standard preparation (Assay) / Jac¢ yTpiMyBaHHs OCHOBHOTO Ky
TI3PALETAMONY HA XPOMATOTPaMi JOCITIAXYBAHOTO PO3UHHY IOBHHEH BIATIOBIAATH YaCy YIPHMYBAHHS OCHOBHOTO THKY
flapaLEeTAMONTY Ha XPOMATOrpami cTaHAapTHOro posunny (Kinexicse BHaHaueHH)
2.2.Caffeine/ Retention time of the main peak of caffeine in the chromatogram of the test preparation corresponds to the retention time of the Comply/ Bignoririae
Kodein main peak of caffeine in the chromatogram of the standard preparation (Assay)/ Yac yrprMyBaHIs ocHOBHOTO MKy xodeiny ua
: XPOMATOrpaMi A0CITiKYBaHOTO PO3YRHY FIOBHHEH BINTIOBIN@TH Yacy yTpHMyBaHHS OCHOBHOIO NiKy kodeiny Ha xpoMarorpami
crangaptHoro posunny (KinexicHe BusHaveHHs)
2.3.Chlorpheniramine Retention time of the main peak of chlorpheniramine maleate in the chromatogram of the test preparation corresponds to the Comply/ Bimtosinae
maleate/ retention time of the main peak of chlorpheniramine maleate in the chromatogram of the-standard preparation {Assay) / Yac
Xnopdenipaminy YTPHMYBAHHS OCHOBHOTO niky XnopderipaMisy ManeaTy na XpoMarorpami AOCITIIPKYBAHOTO PO3UHY HOBHHEH BIHNOBINATH
Maneat wacy yrpuMyBaHHS OCHOBHOIO HiKy xyiopderipaminy maieary na xpomarorpami crangaptaoro posuuny (Kinskicne
. BH3HAYEHHS)
2.4 Phenylephrine Retention time of the main peak of phenylephrine hydrochloride in the chromatogram of the test preparation corresponds to the Comply/ Biznosinae
hydrochloride/ retention time of the main peak of phenylephrine hydrochloride in the chromatogram of the standard preparation (Assay) / Jac .
Geninedpuny YTPHMYBaHH# OCHOBHOFO NiKy (eHinedpuiy rifpoxnopuy Ha XpoMaTorpami XoCHiAXKyBAHOro pO34HHY OBUHEH BIANOBINATH
TIApOXJIOpHA 9aCY YTPHMYRaHHS OCHOBHOTO Niky dieHinedprity rimpoxnopay Ha xpomarorpami cranapraoro posunny (Kinskicre
- BH3HAYEHHA)
2.5.Colorant Ponceau The peak of maximum in the sample solution should be different from the peak of maximum in the standard solution by not more Comply/ Bixnorinae
4R/ than + 6 nm / THx MaKCHMyMa B JIOCTiZOKYBAHOMY PO3YHHI TIOBHHEH BiPIsHSTHOS BiJ{ Mliky MAKCHMYMa B CTAHAAPTHOMY POIUMKI
Bapsuuik [Tonco 4R we Ginbure Hix Ba £ 6 1M
3.A i
> verage weight/ 660 mg/mr+5% 656 mg/mr
epeRuK Maca
4, Uniformity of Not more than 2 tablets deviate from average weight by more than 5 % and none deviates by more than 10%/ Comply/ Bignosinae
weight of He Ginpue, Hik 2 TabieTkH MONYTE BIAXHILATHON BIR Cepelinboi Mack Ginbie, Hix Ha § % i xonna TalneTka He MOXe
tablets/Oanopin- BIIXWAATHCA Bl cepenusoi Macy Giisine, Hix Ha 10%
ni¢Ts macy Tabnerox
5.Disintegration time/ Yac posnaxanas Not more than 15 minutes/He Ginsire 15 xsunuy 5 min/ks
6.Dissolution/ Posunnennsn Not less than 70% (Q) for 60 minutes/ He memme 70% (Q) 3a 60 xswmun Comply/ Biznosinae
77.Related compounds/ Cuopianeni cmonyrn: Not more than 0,1 % of the content of paracetamol/ He Ginbue, nix 0,1% sin smicty %
4-aminophenol/ 4-aminogexon TIapaueTamony ! ’

g
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Unique Pharmaceutical Laboratories _
(a Division of J. B. Clhemicals & Phar ticals Ltd)
TVIMP-00944 rev 2.0
QUALITY CERTIFICATE/ CEPTU®IKAT SIKOCTI Ne 15FP19001172
“Product name/ Haifvenysanusa Mpogywry: RINZA®/PHH3A® Date of Manufacture/ara sapobuniraar  06/09/2019
Date of batch release/Xara panyexy cepil ) 24/09/2019 Expiry Date/ Tepmin npagarnocri: 08/2022
Batch Number/Homep cepii: KTR19007
Test/Tecr Specification / Crrenndikanis . Result/Pesyasrar
8. Assay/Kinsxicie BusaaueHnn
; 95,0 % to 105,0 % of the .decl.arcd conterit / 95,0% - 105,0% »ij sasnauenoro smicry 102,2 %
Paracetamol/TTapaueramon mg/tab/
475,0 mg to 525,0-mg / tablet/475,0 - 525,0 mr/rabn. 511,0
. Mr/rab
_— N 95,0% 16 105,0 % of the dec;!ared content / 95,0% - 105,0% Biz 3a3Ha4eHOro BMICTY 102,8 %
Caffeine/ Kodein
28,5mg to 31,5 mg/tablet / 28,5 ~ 31,5 mr/rabn. 308 mg/tabl
’ Mr/Tab
95,0 % to 105,0 % of the declared content / 95,0% - 105,0% Bi 3a3Havueroro BMicTY 101.0 o
Chlorphenirami aleate/ Xnopdenipaminy manear
P R penipaviisy 1,9-mg to 2,1 migftablet/ 1,9 —2,1 mr/raG, 20 mg]/taiﬁn/
B Mr/Ta
) 95,0'% to 105,0 % of the declared content/ 95,0% - 105,0% Bix sa3naenoro sMicTy 100,8 %
Phenylephrine hydrochloride/
exinehpuny rigpoXIOpHA . 9,5 mg to 10,5 mgftablet / 9,5 — 10,5 mr/rabn. 101 mg/tab/
2 mr/tab
9. Microbiological purity/MixpoGiosxorinaa wnerora .
Total Aerobic Microbial Count /3aransua kinpkicts Not more than 10° ¢fu/ g / He 6insme 10° kyo /r <10 CFU/g/
aepobrux 6axrepiit (TAMC) i KYO/ir
Total Combined Yeasts and Moulds Count (TYMC) / Not more than 10% cfu/ g/ He Ginvie 10*xyo/r CRU/g
JaransHa KITBKICTh APDICIKOBUX Ta TAICHABKX Ipubis ' <10 KYOr
(TYMC)
Escherichia coli / Kumxopa nanwuxa Absent in | g/ Bincyruicts B Ir Comply/ Binnosinac

Comment.s / Komenmapi:

* Date of batch release is a date when specific batch was ccmﬂcd in full compliance with the GMP requirements and ellectronically signed for approval by Quahf ed Person at
validated computerized system of production site /Jata sumycky cepii - Aara Konu faxa cepis 6yna ceprrdikosana B OBHIV Bianosinrocti Ao sumor HBIT Ta satBep/xena
YriosHoBaxer010 OcoB050 ULIXOM SNEKTPOHHOTO HiANKCY B BanifoBaHill koMmoTepHii cucreMi supoGHUHOT NifBHHLI,

“* The date, next to handwritten signature shows actual date when paper copy of certificate was printed and manually signed by Qualified Person in accordance with GDocP /Zlata
inst py4HOro TiANHCY - KaTE, KO/ NANCPOBa Bepcia cepadikaty Gyna posapyxorana Ta nixnrcana YIosHOBaXEROI0 0c060I0 Y BiNORiAROCTI RO BaMor Hanexwol Ipaxraky
JlokymMeRTysanHs,

Certification statement / 3asna upo ceprudixanio:

T 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 focal Regulatory Authority and with the specifications in the Matketing Authorisation of the importing
‘country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP./Llnm 5 3acBiZYI0, 1O HABEUCHA BHILE inopmanis €
JIOCTORIPHOIO Ta TowHoI0. L{jo cepito npoyKuii 6yn0 BHPOGIEHO, BKIMOYAOH NAKYRARHS TA MAPKYBAHEL! Ta IPOBEEHO KOHTPOMS if SKOCTI Ha BHIlesasHaveHilt AinbsuLi y noBHIl
piAnosigHocTi 3 BUMoramit GMP, BCTAHOBIEHHMY MICIEBMM DETYJIATOPHUM OPTAHOM, & TAKOX BIXOBIAHO 10 crieludikaltil, Mo MICTATECA y peecTpauifHoMy HOCKE Kpaity-
immoprepa. [IpoTokonn BupoGHUNTES, NaKyBaHHs Ta auatizis Gyf0 NepernanyTo Ta BeraHoBNexo signosiasicts GMP.

A wheshy jeqaad L{eqll) DU w4
QP Name /IM's YO Signature / ITinmme Position / locana
Date**/ata**
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Product name/ Huiintenysanns npoayiry:

Strengtl/
Cua il

MAA number/ womep P.IL:
Production site name and

loeation/
Haiimenynanns ta

MICHe3NAXOREHIA NinnTKA:
Manufacturisg country/

Hepxana supofnuy:

Batch Number/
Homep capii:

Date of Manufacture/

Hata supolnuurea:

Quantity/ Poamip copii:

Test/ Tecr

LDeseription/ Onuc

Unique Pharmaceutical Laboratories
(a Division of J. B, Chemicals & Pharmaceuticals Ltd)

QUALITY CERTIFICATE/ CEPTUDIKAT AKOCTI Ne  15FP19000683

RINZA®/PHH3IA®  Pharmaceutical form/ Jixepeska gopma:

| tablet contains: paracetamol 500 mg, chlorpheniramine maleate 2 mg, caffeine 30 mg, phenylephrine hydrochloride 10 mg
1 raBnerxa MicTiTs: Mapaugtamon S00 Mr, xnopdenipaniny mancary 2 mr, koddelay 30 vr, deninedpuny rinpoxnopuny 10 mr
UA/S2078/01/01

Airport Road, Village Kadaiya, Daman - 396 210, India/

TY-TMP-00944 rev 2.0

Tablets/ Tabnerxu

Manufacturer License/ Hosep Jinensii na supoSmnrse: DD/36T
Unique Pharmaceutical Laboratories (a division of J. B. Chemicals & Pharmaceuticals Ltd.) Survey Ne 101/2 & 102/1, Daman Industrial Estate,

[Omix ©apmactioraran JeGoparopis (sinainennn qipmu "M, B, Kemixam eun Dapmackioruxans Jizx.") Oxpyr Me101/2 1a 102/1, Fawman

Tupacrpian Berelir, Efiprropr Poan, ceno Kazatin, Jamas - 396 210, Inpis

India/ Tnnin Package size and type/ Blister containing 10 tablets; 1 blister per cardboard carton/
Posmip ta Tun axysama: 1o 10 teGnetox y Gnicrepi; mo 1 Gnicrepy & kapronniit xopoSouni
" *
KTR19006 Tyeathethacicnnt 29/06/2019
Hara sunyery cepit;
Expiry Date/ 9
2710512019 Tepmin napugaraocriz 04/2022
78220 consumers units / ceo. y,

Specification/ Cuemidircaitist
Round, flat, uncoated tablets having bevelled edges and the breakline on one side, pink coloured with dark pink and white

mottling/ Kpyrni, rnocii Tabnerke Ge 050NoHKA 11 ckomenHMH KpaaMHi T4 pOanioninswoI0 puckol 3 oaHOrs Soky, powescro
KOMBOPY 3 TEMRG-DOMESKME Ta BiFIMIT BKpATIEHHAMH

2. Identification/ Inenrndiranis :

2.1 Paracetamol/
IMapaueramon

2.2.Caffeine/
Kodetn

2.3.Chlorpheniramine
maleate/
Knopdenipaminy
Manear

2.4.Phenylephrine
hydrochloride/
Deninedpuny
TiRpOXITOpIA

2.5 Colorant Ponceau
4R/
Bapeuui IMosico 4R

3.Average weight/
Cepeann maca

4. Uniformity of
weight of
tablets/Onuopin-
uleTe Maen Tabneror

5.Disintegration time/ Uae poanaganns

6.Dissolution/ Possusmemn

7.Related compounds/ Cuopiauneni cuomyxu:
4-aminophenol/ 4-asiuodeson

loteths . 1V G5 I 1608

Retention time of the main peak of paracetamol in the chromatogram of the test preparation corresponds to the refention time of
the main peak of paracetamol in the chromatogram of the standard preparation (Assay) / Hac yrpumMynans ocROBHOTG iky
NApALETAMOTY H2 XPOMATOrpaMi NOGCIDKYBaHOTO POIUANY NOBEHEH BifiNOR aTH HaCY YTPHMYBANNA OCHOBAOID HiKy
napaneTaMony 1a XpoMatorpami craunapracro pozanry (Kinskicae BI3HAYEHHA)

Retention time of the main peak of caffeine in the chromatogram of the test preparation corresponds to the retention time of the
main peak of caffeine in the chromatogram of the standard preparation (Assay)/ Jac yIpuMyBaRHA GCROBHOIO Niky Kofeiny wa

XPOMATOIPAMi ROCTI/LyDAHOTO POIYKKY NOBHHEH BiRNOBINATH WACY YTPHMYBAHRA OCHOBHOTO Niky kodelny na xpomatorpami
cranzaprroro pozskay (Kinskicne srsnavenns)

Retention time of the main peak of chiorpheniramine mateate in the chromatogram of the test preparation corzespends to the
retention time of the main peak of ehlorpheniramine maleate in the chromatogram of the standard preparation (Assay) / Yac
YTpHMYBAHHS OCHOBUOrO MiKY xnopdenipaminy vaneaty na Xpomarorpami TOCNiKYDAHOTO PO3YHHY NOBHHEN BLENOBIAAT
"lacy YTpUMYBBHAA OCHOBHOTO MiKy Xnopfienipamiiy Maneary Ha XpoMaTOrpami cTaHmapTRoro posukny (Kinkxicue
BHIHAYEH M)

Retention time of the main peak of phenylephrine hydrochloride in the chromatogram of the test preparation corresponds to the
retention time of the main pesk of phenylephrine hydrochloride in the chromatogram of the standard preparation (Assay) / Jae
YTPHMYBRHIG OCROBHOTO Riky Qieninadprny rinpoxnopsay na XPOMATOTpaMi NOCAIZAYBAHOID POIWHEY AOBHEN BiAnOBITaTH

HACY YTPHMYBAHIL OCHOBHOTO Miky Qerinedpruy rispoxnopumy Ha XPOMATOTpAME CTRHAAPTEOrO posynny (Kinsxicke
BRIFAYEHLIN)

The peak of maximumn in the sample sclution should be different from the peak of maxirnum in the standard solution by not more

than 2 6 rm / Tlix Maxcinayma s HOCRIMKYBRROMY PO34HH] NONMHER Binpisnsrrcs pin iKY MaxeHMyMa B CTARJIAPTHOMY POSHHE
He Ginkie Hi Ha = 6 1M

660 m‘g.u'rf{rd:‘S“%

Not mere than 2 tablets deviate from average weight by more than 5 % and none deviates by more than 10%/
He Ginswe, wisk 2 TAGReTRH MOXYTS BIIXHNTTHCA BiX CepeAHLi Macs Sinsie, Hix va 5 % i xonua Tabrerka 1t Moe
BiIXHNaTHER Bif cepeannol Macu Ginsiwe, mix na 10%

Not more than 15 minutes/He Gimbie 15 xpmnuy

Not less than 70% (Q) for 60 minutes/ He menwe 70% (Q) 32 60 xBuann

Not more than 0,1 % of the content of paracetamol/ He 6insie, nix 0,1% pig BMiCTY
napaueTaMony

Result/ PeayasTar

Comply/ Biznosinae

Comply/ Binnopizgae

Comply/ Biznosinae

Comply/ Bignoninae

Comply/ Bignopizae

Comply/ Bignosigae

663 mg/ur

Comply/ Binnorizgae

5 min/xs
Comply/ Binnosinae

%

1/2

)




Unique Plarmacentical Laboratories 2/2
(a Division of J. B. Chemicals & Pharmaceuticals Ly

. TV-TMP-00944 rev 2.0
QUALITY CERTIFICATE/ CEPTHOIKAT IKQCTI Mo 15FP19000683
Product name/ Halimeuynanus npogywry: RINZAGPHH3A® Date of Manufacture/liara nupoSunursa:  27/05/2019
‘Date of batch reicase/Iata nunycwy ceplf 29/06/2019 Expiry Date/ Tepmin npuaarnocti: 04/2022

Batch Number/Honep cepit: KTR19006

Test/Tecr Specification / Cyeundiraunis Resujt/Peayantat
8. Assay/Kinewicie susnavenus : L ;
95,0 % to 105,0 % of the declared cantent / 95,0% - 105,0% pin sazmauesioro sMicty 103,6 o
ParacctamolTlapauetamon ab/
' 475,0 mg to 525,0 mg / tabletd75,0 - 525,0 Mr/racn, sigo N
Mmritat
. . 95,0 % to 105,0 % of the declared content / 95,0% - 105,0% sin sasuaueHore smicyy 100,3 %
Caffeine/ Kofein
28,5 mg to 31,5 mg/tablet / 28,5 — 31,5 mrtratn, mp/tab/
30,1
MriTab
95,0 % to 105,0 % of the declared content / 95,0% - 105,0% sin sasnavenoro BMicTy 1004 o
Chlorpheniramine maleate/ Xnopdienipaminy manear .
g Bt 1.9 mg (02, me/tablet/ 1,9 2,1 sarfratin 2o M/
MriTal
95,0 % to 105,0 % of the declared content/ $5,0% - 105,0% piz 3asnavenoro smicty 99,9 5
Phenylephrine hydrochloride/ .
Desinedpuny rinpoxnopun 9,5 mgto 10,5 mg/tablet /9,5 — 10,5 mrfTabn, 10.0 mg/ftab/
£ Mr/Tab
9. Microbielogical purity/MixpoGiesoriuma suerora
Total Aerobic Microbia! Count /3aransua kisxicts Not more than 10° cfu/ g / He Ginsme 10° xyo / r 10 CFU/g/
aepofinkx Gaxrepiii (TAMC) KYO/r
Total Combined Yeasts and Maulds Count {TYMC) / Not more than 10? 6fu/ g / He Ginsue 107 xyo /¢ CRUlg/
Jaranena winuxicrs apbrmkosux Ta nricamsmX rpubin <10 KYor
(TYMC)
Escherichia coli / Kuinkosa najnura Absent in { g/ BincyTuicrs 5 Ir Comply/ Biznosinae

Comments / Kopenmapi:

* Daie of batch release is a date when specific batch was certified in full compliance with the GMP requirements and ellecironically signed for approval by Qualified Person at
validated computerized system of production site /Hara umyeky cepii - mata konu AgRa cepin Oyna ceprudixorana v nosuill Binnoninuacti fo Bsvor HBIT Ta JaTBepNeHa
Yrosrozaskeniolo Oco6010 RsxoM EREKTROHHCTO NIATMHCY B BRuiAoBaHil keMmoTepyilt cngTemi BupoBiMuoi AinsrmY,

** The date, next to handwritten signature shows ectual date when paper copy of certifieate was printed and manually signed by Qualifi
Ging pyssoro wigmiey - nara,

JHoxyMerTysanus,

ed Person in accordance with GDooP /lara
Komit uaneposa vepeis ceprigixaty SyNa posapyKosala Ta niATHeAHE VYnesrosaenolo ocoboio y nignosiguocti no pumor Hanexmoi Hpakraxn
Certification stafement / Janea npo cepradixanie:

Thereby certify that the above information is authentic and accurate. This batch of
entioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the speei

ri»Lr_vkj/Jiolkp}—» ”-"‘\4"“7 YGM A
QP Name / 'z VO Signature / Minmuc
Date**/IMara**

Positicn / Tocapa
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