Unigue Pharmacentical Laboratories
{n Divislon af J. B, Chemiculs & Pharmacenticals Lid)

TV-TMP-00944 rev 2.0
QUALITY CERTIFICATE! CEPTH®IKAT SKOCTI Xe  15FP23001430
Produtt name/ HallMenyaanyn oponysTy: RINZAG/PRFIZA® Pharmacgéutical form/ Jlikgpcmm thopaas Tablets/ TaGreTkn
Strength/ 1 tablet contains; paracelamol 590 nug, chlorpheniramine maleate 2 mg, caffrine 30 mg, phenylephrine hydrochloride 10 mg
Cua aii;

1 7a6netka Mienite: napaneraon 500 Mr, xnophenipaminy MEI!M‘I}:' 2 mr, wotelny 30 mr, deninedpiny Hnpoxmoptimy 10 ar
MAA number! novep BIL:  UARDTS010)
Proaduction site nume and
Tocation/

Hafinenysauun ta
ATCLESHAXOMLHRenH AlasHkI:

Airport Road, Village Kedaiya, Daman - 396 218, India/

limacrpinn Ecvelit, Effpnopr Poan, ceno Kagatts, Tesas - 396 210, Inpis

Manufacturing countryf India/[nin ~ Package size and type! Blister containing 10 tablets; | blister per cardboard carton/
Hepaea Bupotmik: Posmip va Tom axysanuss 1o 10 Tabnetok y Gnictepi; no | Gricrepy 8 Xapronuil Kopodoun
Bateh Number/ Date of hateh release*/ ‘

Honep cepli: KTR23002 Jura nunyeky cepitts 31/08/2023

Date of Manufucture/ Explry Date/

Jata eupabruron: 150772023 ‘Fepmi npirmaTnoetl; 06/2026

Quantity/ Posnlp cepil; 78122 CONSUMErS units / cox. ym.

Test/ Tecr Supecification/ Coeundiranin

L Deseription/ Onne  Round, flat, uncoated tablets having bevelled cdpes and the breuk.linje on one side, pink coloured with dark pink and white

motiling/ Kpyrai, ritacki vabneric Ge3 06ononKit 3i COWCHIMI KpanMst Ta PO3NORINEMOM PICKAIO 2 0AHOTC Boky, poxesoTo
KOILOPY 3 TEMHO-POKEDIIBII TA BiNGIMI BKRETUICHHAM

2 Jdentification Inenradirauia ;

2,1.Paracetamolf Retention titne of the main peak of paracetamal in the chromatogram of the test preparation corresponds to the retention time of

Tapateravon the main peak of paracetamol in the chrometogram of the standard preparation {Assay) / Hac yTpinysaHis GSHOBHOTD nixy
RapRHeTaOnY 110 XPOMAYOrpari JOCAi [DKYBEHOTG PO3YNHY NIOBIKEH RiNmOnifaTH Yacy YIPIAYIAHHA OCHOBIOTO NEKY
MAPALCTAMONY Ha XpomaTarpani cTaunapTaoro poswiky (Kinsxicse nsnsuavenmn)

2.2 Coffeines Retention time of the main peak of caffiine in the chromatogram of the test preparalion corresponds to the retention time of the

Kodein main peak of caffeine in the chromatogram of the standard preparalign (Assay)/ Yao yipimysarns ocHosHoTo niky Kodediy #a
XPOMATOrPani A0CNIKYBAHOIO POIURHY TIOLHHEN BIEMABIANTH HACY YY[IMYBAHHR OCHOLHOTO nixy xotheTy Ha Aporarorpami .
CTRHAARTROTO posuky (Kinbkics BlisHaveniy)

2.3.Chlorphenimmine Relention time of the main peak of chlorpheniramine maleate in the chromatogram of'the fest preparation comesponds to the

maleate/ setention time of the main pzak of chlorphenizamine maleate in the chromatagram of the standard prepantion (Assay) / Yne

Knopdenipaminy YTPUNYDAINL aCHOBNoro Mixy xnopdienipaminy aancaty #a XpoMaTorpaMi AOCTIZMYBIHOTD Po34LHY TOBHHEA BiXToBigaATI

Manear Hacy YTPHMYBAIILI OCHOBROTG iky XnopdieHipaminy ManeaTy Ha Xposatorpami eraiiaprioro posgrmy {Kinsxicke
BYIHAMEHHA} !

2.4.Phenylephrine  Relention time of the main peak af phenylephrine hydrochloride in iﬁe chromatogram of the test preparation corresponds to the

hydrochloride/ retention time of the main peak of phenylephrine hydrachloride in thi chromntogram of the standard preparation (Assay) / Hec

Derineppuy

YTPAMyBBHIR ocnonuare iy dexinedpusy riapoxiopsay ua xpomatorpas KecnizyysaRore pe3dnty RORNHEH BiNNOBIATH

HACY YTPHMYnatiiL 0cHOBHOTO Niky Qexinehmuiy rinpoxnopity #a xpoMeTorpam eteHmapTiaro poawny {(IKinbricre
RHanayerig)

TIRpOXAGPING

2.5.Coloran! Ponceat  The peak of maximum In the sample solution should be different fom the peak of maximum in the standard solution by not more

4R/ than .6 nm / TTik MakciMyMa 0 ZCHRRYSAIOMY O3tIHI NOBRHEH BiAPIIHATICS BEIL NIKY MAKCLAYALE B CTBHAAPTHOMY podultui
Bapodux TTonco 4R we Sinnine ik 1a £ 6 du

3.Average welght!

i 0,
Cepefan aaca 660 mgf wr£5%

4, Uniformity of Net mare than 2 1ablets deviate from average weighl by more than 5 % and none devintes by mose than 10%/

welght of He Ginsioe, nix: 2 rabnerin MomyTs bioXIIATICA Bif cepenititol Macy Gineioe, Him Ha 5 % i %oan T2GNSTRA He MoXke
tablets/Oanopla- BiCOIMATHEA B cepennnol MacH Ginuive, nix ra 10%

HieTh Mk

Tafacror

S.Disintegration time/ Yre poamanaiia Mot more than 15 minutes/He Ginwre 15 xanaun

6.Dlssolution/ Posvidenns Mot less than 70% (Q) for 60 rminutest He Mewe 70% (Q) 3a 60 xusuntn

7.Related compoundsf Criopiguent cnosiyks:

Not more than 0,1 % of the content of paracetamolf He Ginbiue, nix 0,1% il umicry
4-aminophenol/ 4-aninodenon

napaueTnmony

danufacturer License/ Hoyep Jivensii na supoGumarsoe: DD/367
Unique Pharmacentical Laborataries (2 division of J. B. Chemicals & Pharmaceuticals Ltd.) Survey Ne 101/2 & 102/1, Daman Industrial Estate,

10nix Mapmaceromitkan MaGopatopis (pinincini fipstn *Ibx, B. KeMixan enn dapuactioTitiany Jlr "y Oxpyr }el01/2 1a 10211, Hanan

Result/ PesyssraT

Comply/ Bignosinae

Complyf Bianosinag

Comply/ Binnosinae

Comply/ Biznosinae

Comply/ Bianoninae

Comply/ Binnoninpe

664 mg/Mr

Comply/ Binnoninae

4 min/xs
Comply/ Binnoninae

0,1 %

("/
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QUALITY CERTIFICATE/ CEPTHOIKAT SILOCTI Ne 15FP23001430
Product name/ Hniismenysasns npoayxTy: RmZA@IPHHBA@ Date of Manufacture/Inra pupoGmuiyren:  15/07/2023
Date of bateh relensc/fTata srnyexy cepiy 310812023 Expiry Date/ Tepatine npuantiocti: 06/2026
Bateh Number/Hostep cepits KTR23002
TestTeer Specifieation / Crieyudicanin Result/Peavastar
8, Assny/ICimuidene pimHavems i
95,0 % to 105,0 % of the deciared content / 85,0% - 105,0% Bip 3asuavenore aMicTy - 101,8 %
Paracetamolflapauerason mgfab
475,0 mg 10 525,0 mg / tablet/d75,0 - 525,0 ser/5a6n. 509.2 g
. ar 6 : [
Caffeine/ Kogetm 95,0 % to 105,0 % of the declared content £ 95,0% 105,0% sin 3a3nauenoro sMicTy 102,0 %
28,5 mg to 31,5 mg/lablet/ 28,5 - 31,5 airfradn. 104 mgfiab/
! Mr/raG
95,0 % {0 105,0 % of the declared cantent / 95,0% - 105,0% nin 3a3nRMeHOre BMiCTY 1014 %
¥
Chlorpheniramine maleates Xnopdenipassiey man 3
P Ppenipusiiey wanear 1,9mglo 2,1 mp/iablet/ 1,9 2,1 mefracn, 2,0 mgfiab/
. ! Mrf1ab
95,0 % to 105,0 % of the declared content /95,0% - 105,0% nix sazHavenore amicTy 100,2 o,
Phenylephrine hydrachloride/ ) ‘ '
@eninedpity vinposopin 9,5 mg to 10,5 mghablel /9,5 = 10,5 sr/rabn, 100 mg/lab/
¥ Mr/Tal
9. Microbiologlenl purityfMikpoGionorisuia werorn
Total Acrobie Microbial Cound /Barantus xinbkicrs Not more than 10° cfu / g!HcfﬁinbLue 10 kyalr {0 CFU/gf
aepabuy Garvepift (TAMC) : KYQir
Total Combined Yeasts and Moulds Count {TYMC) / Nol niore than 10 cfu/g/ He:Ginswe 10° xyo /T
3araneHa Kinbiicys ApistxonI Ta NAicHNBNy piGis ! <10 CFUY
(TYMC) KYOr
Escherichia coli / Kintikosa namimsa Absentin | g/ Bineyrnicto s 1 Comply/ Binnonizac

Connnents / Kostenmapi:

* Date of batch release is a date when specific batch was certified fn Finll compliance with the GMP requirements and elleciranically signed for approval by Qualified Person at
validated computerized systesn of production site /Dara sunycky cepii - na¥e Kony gana cepis Byna ceprudikonaia & nonxii vigmosigrocTi R0 syviar HBII 1a antaepmxetia
Vnosuosasenoio OcaGoro masxon EAEKTPOIHOFG Rigimicy b aamigonatiit KOMRIOTepHilt c:q:.-:emi BHpaGRIYOT KinbHIL.

** The date, next to handwritten signalure shows actual date when papr.:er copy of certifieate
Gint pyunoro nignitcy - RaTe, KoMt nancpona uepeix ceprisdikaty Gyna poanpykopara Ta T
Hokysenysonnn,

1vas printed and manually signed by Qualified Persori i accordance with GDocP /Jata
innucate Ynoniosaesolo ocofioio y sipnosinuoeri zo mirior Hanexxrol Tpakriin

Certifiention statement / 3anea apo ceprilicaning
Thereby certify that the above information is authentic and accuste,
mentioned site(s) in fll compliance with the GMP requirements of
country. The batch processing, packaging and analysis records were

This batch of praduct has been manufactured, including packaging/lobelling and quality contval at the nbove
the local Regulatory Authority and with the spzeifications in the Marketing Authorisation of the importing
reviewed and found to be in compliance with GMP./Aym a1 JaCBiANyIo, WO HABeAeHa Buwe indopyatii ¢
AotTonipyoio T4 TouHoto. Lo ceplio npogykei Gyno BIpoGNCHo, BIITQURIOYIS DOKYRAKHS T4 AMAPKYBAHAS T4 NPOBEACHD KOHTROMS It Axocri ka prteassnadenill ninsuini y noswitt
Einnosinyocti s mintoranm GMP, coraHOBNERMI MicLiEnIn PETYINTORINIM OPraHob, & TAKNK binnoninns Ko onenndixail, mo micTrrecs ¥ pecotpaulitnosty nocke kpalun-
intnoprepa. [Tpovoxonst supoGMUTDa, Aakysans Ta ananisls Gynp NeflerIsHyTo T2 BCTARONNEHO BIAMORIMAICTS GMP.

Mehesh feqdedi leshy -0k

QP Name f In'n YO Signafure [TTinmie Position /Tiocana
Dale**/Hara*+

Stamp / Hsaam




