Menpo Papmacsiorukanc IIsr. Jra.

Kpaina supoGuuxa: IHIIA

Howmep peecrpauiitnoro ceprudixary B Yxpaini: UA/6458/01/01
Kpatua ivnopry: YKPATHA

Jlara nepepecerpauii: 09.06.2017
Jlara saxinyenus Tepminy il peecrpauii: Ge3cTpokoso

CEPTUDIKAT SAIKOCTI
I 1a3na npoaykry MIJIICTAH Hosmep maprii MM112
MYJLTHCHMIITTOMHUNA, kanaersn
BKPHTI 06010HKOI0
Akrdstii inrpeient ta  [lapaueramon — 323 mr \lara upobuuiTsa 08/2024
KiJBKICTE HA OQHHMILIO Xnopdenipaminy Manear — 2 Mr
U103y BAHHS Letupuaniy rigpoxnopra ~ 10 Mr
Jexcrpomeropdany rinpodpomis — 15 mr
bopma BUnycky Karuiery sxpuri 000JI0HKOIO TepMid rpuaaTHoCTi 07/2027
Poamip Ta tunt ynakoskd |12 kamier 8 | Gaicrepi, no | Guicrepy y  Plara niaGopy spaskis 19/09/2024
KOopoOui 3 IHCTPYKLIEIO AN MEAHUHOTO
3ACTOCYBAHHN
Homep cepil MM112 vlara anazisy 197092024
PosMip cepii 59167 ynakosox N12 laTa BUITyCKy 25/09/2024
Hosmep ceprudiratry EF1/25/0760 Hocnianms na BHYTPHIIHA
HKOCT (papmaxoncio
DNiuensis na supoSunirso [(3/25/1663, G/28/1182, Ceprudixar (045/2024/GMP
noaonxeno dopmowo 26 pin 23/03/2024  sianosizuocri GMP
[{azsa BupoBnnka Mernpo apmacsiorixanc Ipisar Jlimiren jAnpeca Unit-11, Q-Poan, Lase-1V, GIDC, Baaxsay.
Cypenpanarap, 'viokapatr, 363 035, 1uais

Ne TECT
1 {Onue

CIEUMPIKA LIS
biai aGo madke Oini, osamsHOl dopmy

PE3VJILTATH
bidi abo Maitwe Giai, osansHol GOpMH  ABOOTIYKA

(Bi3yansHo)

isoonykal karuierd, Bkputi 000:10HK00O, 3
iricio posaaMy 3 oanoro 6oky.

KAILISTH, BRPUT] 0B0A0HKOLO, 3 TRICIO PO3IAMY 3 OJHOI0
GOKY.

Bpur. Papm., BEPX,
App. 11T D

2 laeuTudiratiis Uac yTpUMyBaHHA TKY TApaneTamony Ha Mac yrpuMyBaHis niky NapiueramMolty Ha XpoMarorpaMi
[lapateramon XpoMaTorpami  BUITPOBYBAHOTO  PO3UMHY |[BUIPOGYBAHOrO PO3TANY BIANOBIARE HACY YTPUMYBANHY
bpit. Dapm., BEPX, BiAIOBIiAAE  4acy  YTPUMYBAHHA niky [niky napaieramMony Ha XpoMaTorpami CTamAapTHOro
App. 111D napaneTaMony na xpoMarorpami - [po3UMHY. SK OTPUMANO TIPU KiIbKICHOMY BR3HAYCHH].

CTAHZAPTHOTO PO3HMMHY, AK OTPHUMAHO NpU
KiLKICHOMY BU3HARCHH],
ABO
Y® VO . cnekrp  BUOPODYBAMOIO  POIUMHY
sianosizac Y@  criexrpy  CTAHAApTHOTO
POIHHHY.
XopdenipaMiny mancar Yac yrpumysauus uixy xnopdeuipaminy [Hac yrpumysanns niky xaopdeipaminy maneary ua

MasleaTy  Ha  xpomarorpami  BrIpoByBanoro
POSUHITY TTOBMHCH BianosixaTH auazoriuii
BeanuHEL  HE XPOMATOrpaMi  CTAHAAPTHOTO

xposatorpami  Bripalysanoro  posMHEy  BLINOBLAGC
AHAAOTTGHIT BCAMMUET HA XPOMATOrpaMi CTAHAAPTHOMO
POSHUHY. K OTPHMAHO NPU KETLKICHOMY BU3HA4CHRI.

PO3UHHY, K OTPMMaHO NpH  KidbKiCHOMY
BU3HA4CHHI,
Lletnpusnny rizpoxaopun Uac  yTpuUMYBAaHMS  Niky  uetHpusHuy |Hac yTpuMysalis TiKy USTHPHMIUHY TIAPOXNOPHIY Ha
bput. Papm., BEPX, i ApOXIOpUAY Ha xpomarorpaMi [xpomarorpami  Bunpo8yBaHOIO pO3YKHY  BiAnOBifac
App. IHD BHIPOOYBAHOTO pOSUHHY NMOBUHCH  [aHautorivnill BeTHMHL HA XPOMATOIpaMi CrasapTHoro
BLUNOBIIETE  RHANOPIYHIA  BeaMuMui  Ha  [DOIUMRY, SK OTPHMEHO 1TPH KiLKICHOMY BH3HAUEHH],
XPOMATOTPaMi  CTAHAAPTHOTO  POIUHHY, K

OTPHMAHO NTPH KibKICHOMY BUIHAYCHHI,

flexerpomerophany

rpoGposiii riapo0pomiay Hi XpoMarorpasi rigpoGposiay  ua xpoMarorpasi - sOpodysaioro
bput. Papm., BEPX, BUIpoOyBaHoro PO34MHY [OBMHEN {PO3UMBY  BiANOBIIAC  anagorivuiil  seanunni ua
App. HTD BiAnOBLAATH  QHAIOTIMHIA  BEIMMMHL  H&  [XPOMATOIPAMI CTAHJABPTHOLO POIUHHY, K OTPUMANO

Uac YIpHMYBAHHA TUKY AeKCTpoMerTophany

XpoOMaTOrpaMi  CTAHAAPTHOIO  PO3UMIY, HK
OTPUMAHO [1PY KUIBKICHOMY BH3HAMCHHI,

Yac YIPUMYBAHHA iKYy AeKkeTpoMeTopdaty

1pH RIILKICHOMY BH3HAUSHHI,

Metuanapaben

I'Iporianapabeu nponianapalesty na xpomarorpami nponianapabeny  ua  xposmartorpaMi  nuopaGyranoro
bpur. apwm., BEPX, BUIpoOY BAHOIO POSYUHY NOBVHEH lposumHy  BUINOBINAC  aHanorivWiA - Bejanumni Ha
App. HI D BIANOBLAATH  anaforiunif  BeAMuMEE 03 [NDOMETOIPaMi CTAHAAPTHOTO posuuHy (¢), 3K 0TpHMaN0

Hac yrpumyBadns niky wmeruinapaledy Ta

XPOMATOTPaMi CTAHAAPTHOrO POIUKHY (¢), AK
OTPUMAHO JIPU KiTBKICHOMY BH3HAYEHHI.

Hac  yrpuMysaHus  [iky  MeTuanapabedy  Ta

(IpH KETLKICHOMY BH3HAYSHHI,

irany okeri

Criocrepiracyihes KOHTO-OPAHKCRE

Cric C’(’C[)i TaCThC HMOBTO-OPUITKCBC 3368)3 BIICHIA.

xizivHUI anani3 3a0apBICHHS,
Ananizosano [lepenipeno YiroameHo
Im's I1pamon Civrx v A. K. Tlarxak IM's Voxurap Japinor
Focaza Crispobitnnk Bigainy 3 JTocaza Kepisuuk sigaiay 3 [locana Kepinuuic Binaiay 3 sabesnevenus
KOHTPOJIK RKOCTI KOHTPOJIIO HKOCTI ) SIKOCTI
Thianue/lara | ATionue/ 25/09/2024 Lie/Jara | Alionue/ 25/09/2024 Uliarac/ fata | ATidnuc/ 25/09:2024
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TECT

CIEUHDPIKAUIA

PE3YJbTATH

CepenHs Maca kafeer
Bpur. Gapm., App. X1 G

5500 M+ 5%

551,00 mp°

OaHopiasicTs HO30BAHKX
0AHMHUIL

Cap. Dapm., 2.9.40

( PO3PAXYHKOBO-BATOBH
MeTo)

[Tpuiimaibue Yneio

15

AV = 0,98 i [Tapauertamony

AV = 5,52 s Xaopdenipaminy maneary

AV = 4,03 ans Lierupusuny riapoxiopuuy

AV = 6,88 ans Hdexerposerophany riapobpomity

h

Posnaiawis
Bput. @apm., App. X1 A

He Ginsne 30 xpuaun

01 xB. 52 cex.

Posunnenis
(Bput. dapy., App. XIT D,
BEPX)

[Tapaueramosn He menme 75% (Q) nporsrosm 43 xs 98,31%
X sopbenipaminy manear He menme 75% (Q) nporsrom 45 xs 97.79%
[ leTupunuy riapoX0pHia He meume 75% (Q) nporsrom 45 xB 98,49%
exkerpomeropdaiy He sene 75% (Q) nporsarom 45 xB 95,31%
riipobpomin

7 [CynyTHi AOMiLIKH
(Bput. apa., App. HH D,
BEPX)
Byib-sika (Ha qoMimka He Guree 0,25% 0,034%

H-asinodenoa
4-x0pateTadinii

he Gieme 0,1%
e 6ianme 0.005%

e susnicHo
He sugRIcHO

KinuKicie BU3HAYCHHS

[a MOMEHT BHITYCRY

[Ha moMent sakindeHns
TePMIHY HPHANTHOCT

Fd MOMCHT BHIYCKY

[Tapaueramon

Lpur. Qapm., App. [LLD, Y&
aGo Bpur. Gapm., App. 1T D,
BEPX

308,75 ~ 341,25 mr
(B HEpepaxyHKy Ha

CePEHIO MACy KarlieT)

292,5 ~3537,5 M1
(B rICPEpAXYHKY Ha
Cepeanio Macy Karer)

326,20 mMr
B riepepaxyHKy HiL CCPEAHIO Macy Kanier

Xaopdenipaminy Majear
Bpur. Gapm., App. 1 D,
BEPX

1,92, mr
(B repepaxyHKy Ha

CepeiIHIO Macy Karler)

1,8 2,2 mr
(B fIepepaxyHKy Ha
CePE/HIO MACy Karriet)

2,04 mr
B [IEPCPAXYHKY HA CCPEAHIO Macy Karuer

[ leTUpH3NHY MAPOXIOPHA
bpur, Gapy., App. LD,
BEPX

9.5 - 10,5 mr
(B nepepaxynky Ha

CCPCAHIO MACY KAIUICT)

9,0 - 11,0 mr
(B repepaxyHKy Ha
Cepeanio Macy Kansier)

9,99 mr
B nepepaxyHKY Ha CCPRIHIO MACY KArLier

[lexcrpomeroptany
riapoBpomMii

Bpur. @apa., App. 111D,
BEPX

14,25 - 15,75 mr
(B repepaxyuky Ha

CEPEITIO Macy KarlieT)

13,5165 Mr
(B repepaxynky Ha
CepeatIo Macy KaruieT)

14,50 mr
B IICPCPAXYHKY HE CEPEMIIO MACY KAIeT

Merianapaben :
Bput. dapm.. App. 11D,
BEPX

0.9 - 1,1 Mr
(B TICpCpaxyHKy Hi

CepeHIO MACY Karier)

0,8 « 1.2 mr
(B nIcpepaxyKy na
CepeLI0 Macy KarLier)

1,03 mr
B ICPEPAXYHKY HA CEPEIHIO MACy xaruier

[TponianapaGen
Bpur, Qapm., App. 1D,
BEPX

0,225 - 0,275 mr
(B repepaxyHky Ha

CePeIHI0 MACY KaILeT)

0,2 - 0,3 Mr
(» tiepepaxyuky Ha
CCPCAIHIO MACy Karier)

0,26 mr
B [ICpepaxyHKy Ha CCPEAHIO MAcy Kamer

MixpoGionoriuna yncrora:
(Cup. dapm., 2.6.12, 2.6.13,
5.1.4)

3aralibie HHea0 acpodHnN He Giapine 10° KYOH 20 KYO/r
hikpoopranizmins (TAMC)

Barankie yncao apbxaxoskx [He Blapwe 107 KY O/ Bincytni
i usinennx rpuGis (TYMC)

Escherichia coli Biacyraicts s L 1 Biscyrui

KOMeHTApI: cepist BANOBILAAC HANGKIHM cTataptaM gKocTi 3riano 3 BHY TPIUIHDOIO creundirauicio No MP/SPEC/TB/0228/09.

Vmosw 30epivanns; 36epiraty npy temneparypl ne sunuie 25°C 8 opurinaabuiil ynakosui y HeAoeTynHoMY s Aitelt sicui,

Cepradirauis: «llum sacsizuyio, uo nasesena suuie indopyallis € cnpasxuboio i Tounow. Ly cepist npoaykry Oyia BiroToRicHa,
BRUOYAIONH  YOAKOBKY/MAPKYBAMHA, | KOWFPOIL AKOCTI NpOBEACHMit HAa BMIIE3nIHAMEHOMY BHMPOGHHUOMY Malaanuuky B ToBhil
piANORIAKOCT! 3 BUsMOoravMu GMP MiCHEeBUN PEryasTopHUN Opranis ta 3riaH0 3i cieiudirauismi, BRasaHiMil Y peecTpauiinomy nocsiaueuui
S RAPCHKOTO 3ucoBy kpalnu-iMnoprepd. BupoSunirso, ynakoska Ta anaitia cepli neperisinyro Ta 3aThepOKeHO Ha BLAIIOBIAICTL BUHMOTEM
GMP .

Anaaituk: PR, SM, LC, PS. I3

AHaizoBaxo [Tepesipesio Yaromxeso
IM'5 Ipamog Cinrx I3’ A, K. Tlarxax iM’st Tacnrap Jlapasku
Tocaza  Cnispobithuk Bianiny 3 Jlocasa Kepisuuk siadiny 3 Tlocana Kepisnik sinainy 3
: KOHTPOJK AROCTI aGesnedes aKocTi
Vlianue/DaraclAdionucs 2509720124 Mianue/Dava | ATionue/ 25/09/2024 Ilinnuc/Jlara /Tidnuc/ 25/09/2024

TMevatka: /Menpo Gapmaceiorukaie Usr, Jlva. * nianme signosizansiol ocobu/
Cr. 02302

ﬂepex{;afijaipnuﬁ ( I'rép‘ck:;mm [Tpencrasnnursa "Miai Xeackepe Himiten” n Ypatui
Jiana Iropisna, ginaom maricrpa KB Ne 46023211, snaannit 15.02.2014 (cnenianunicrs "Tepexaan’)
naTa26.09,2024




Manufacturing Country: INDIA
Importing Country: UKRAINE

COMMITTED TO HUMANITY

Reg. certificate in Ukraine: No. UA/6458/01/01

Date of Re-Registration: 09/06/2017
Date of Expiry: Unlimited

CERTIFICATE OF QUALITY
Preduct name MILISTAN MULTISYMPTOMIC, caplets Lot Ne. MM112
{ film coated

Active ingredient and amount | Paracetamol wommrm memeemeenne 325 g Mfig. Date 08/2024
per unit dose Chlorphenirarnine maleate ~ 2 mg

Cetirizine Hydrochloride—~——----—10 mg

Dextromethorphan hydrobromide ~-15 myg
Dosage fom Film Coated Caplets Exp. Date 0772027
Package size and type 12 caplets in 1 blister, 1 blister in a pack with | Sampling Date 19/09/2024

Package Insert.
Batch No. MM112 Analvsis Date 19/09/2024
Batch Size 59167 Packs of N12 Rel Date - 25/08/2024
QCAppr. No. FP/25/0760 Phamacopoeial INHOUSE

. } Ref. ]

Manufacturing authorisation G/25/1663,G/28/1182, - . Certificate of 045/2024/GMP

on form 26 from 23/03/2024 GMP Compliance
Company Name Mepro Pharmmaceuticals Private Limited Address Unit 11,Q-Road, Phase NV, GIDC,

Wadhwan, Surendranagar,
] Gujarat, 3630385, India

No. Name of index Allowable rates Results
1 Description White or almost white, oval, biconvex caplets, fiim White or almost white, oval, biconvex caplets, fim
{visual) coated, with a score line on one side. coated, with a score line on one side.
2 Identification ‘The retention time of Paracetamol peak in the The retention time of Paracetamol peak in the
Paracetamol chromatogram of the assay preparation corresponds chromatogram of the assay preparation corresponds
B8P, HPLC, App.llID to that of the standard preparation as obtained in the to that of the standard preparation as cbtained in the
assay. assay.
OR
uv UV spectrum of test solution for assay coincides with
UV spectrum of standard solution.
i Chiorpheniramine maleate | The retention time of Chiorpheniramine maleate peak | The retention time of Chiorpheniramine maleate peak
{ BP, HPLC,App D | in the chromatogram of the assay preparation should in the chromatogram of the assay preparation
correspond to that of the standard preparation as corresponds to that of the standard preparation as
obtained in the assay. obtained in the assay.
Cetinzine hydrachloride The retention time of Cetinizine hydrochlonde peak in | The retention time of Catirizine hydrochioride peak in
BR, HPLC,AppliD the chromatogram of the assay preparation shouid the chromatogram of the assay preparation
correspond to that of the standard preparation as corresponds to that of the standard preparation as
obtained in the assay. obtained in the assay.
Dextromethorphan The retention time of Dextromethorphan The retention time of Daxtromethorphan
hydrobromide hydrobromide peak in the chromatogram of the assay | hydrobromide peak in the chromatogram of the assay
8P, HPLC AppliiD preparation should correspond to that of the standard | preparation corresponds to that of the standard
preparation as obtained in the assay. preparation as obtained in the assay.
Methylparaben The retention times of Methylparaben and The retention times of Methylparaben and
Propylparaben Propylparaben main peaks in the chromatogram of Propylparaben main peaks in the chromatogram of
8P, HPLC,AppliD the test solution should correspond to retention times | the test solution corresponds to retention times of
of Methylparaben and Propylparaben main peaks in Methylparaben and Propylparaben main peaks in the
the chromatogram of the standard selution () as chromatogram of the standard solution (¢) as
obtained in the assay. obtained in the assay.
Titanium Dioxide A yellow orange colour is observed. A yellow orange cuiour s obseryer
chemical . / TR
Analysed by Checked by e N
Name Pramod Singh Name AK_ Pathak Name © $ Yar Darji \/ N
Pasition Q.C. Officer Position Sr Man?ger Q.C. Position [ {/,aguer QA "% N
Sign/Date @ e\ Sign/Date % Msvy%j"’
; =AM €09, *zm?)j / \~?~'$lj§
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COMMITTED TO HUMANITY

No. Name of Index Allowable rates Results
3 "Average mass of caplets 5500 mgx 5% . 551.00 mg.
BP,App Xl G
4 Uniformity of dosage units | AVS 15 AV = 0,98 Paracetamol
EP, 2.8.40 (PBM) AV= 552 Chiorpheniramine maleate
AV= 4,03 Cetirizine hydrochloride
AV= 6,88 Dextromethorphan hydrobromide
5 | Disintegration Not more than 30 minutes. 01 Min, 52 Sec.
BP App Xl A
[ Dissolution
(BP,App.XIt D, HPLC)
Paracetamol Not less than 75 % (Q) during 45 minutes 98.31 %
Chlorpheniramine maleate | Not less than 75 % (Q) during 45 minutes 97.79 %
Cetirizine hydrochloride Not less than 75 % (Q) during 45 minutes 98.49 %
Dextromethorphan Net less than 75 % (Q) during 45 minutes 9531 %
hydrobromide
7 | Related Substances ;
(BP,App i D, HPLC) . :
-Any other impurity NMT0.25 % 0.034 %
-4-aminophenol NMTO.1 % Not detected
-4-chloroacetanilide NMT0.005% Not detected
8 | Assay Al the date of At the shelf ife expiry At the date of manufacture
manufacture date
-Paracetamol 308.75-341.25 mg 2825~ 3575 mg 326.20 mg
BP,App.lit D, UV cre (In terms of caplet (In terms of caplet In terms of caplat
BP App.il D, HPLC average mass) average mass) average mass
“Chiorpheniramine maieate | 1.9-2.1mg 1.8-2.2mg 204 mg
BP,Appii D, HPLC ore {In terms of caplet (In terms of caplet In terms of caplet
BP,App il D, HPLC average mass) average mass) average mass
-Cetirizine hydrochicrice 9.5-10.5 mg 9.0-11.0mg 999 mg
BP,Appii D, HPLC ore (In terms of caplet (In terms of caplet In terms of caplet
BP,App.lil D, HPLC average mass) average mass) average mass
-Dextromethorphan 14.25 - 15.75 mg 13.5~16.5mg 14.50
hydrobromide (In terms of caplet (In terms of caplet in t ermrggof caplet
BP.AppJil D, HPLC ore average mass) average mass) averade mas sp
BP.App.lil D, HPLC g
Mathyl paraben 0.9-1.1mg 0.8-12mg 1.03 mg
BP.Appil D, HPLC {In terms of caplet (In terms of caplet In terms of caplet
average mass) average mass) average mass
-Propyl! paraben 0225 - 0275 mg 0.2-03mg 0.26 mg
BP,App il D, HPLC (In terms of caplet (In terms of caplet In terms of caplet
average mass) average mass) average mass
g | Microbiological Purity
| (EP, 2.6.12, 2.6.13, 5.1.4)
Total Aerobic Microbial Not more than 10? CFU/g 20CFU/g
count (TAMC)
Total Yeast and Mould Not more than 10* CFU/g Nit
count (TYMC)
Escherichia coli Absentin 1¢g Absent

Comments: the batch complies 1o the established quality standards and INHOUSE specification No. MP/SPEC/T8/0228/09

Storage conditions; Keep at temperature not more than 25°C, in original packing away from children

Certification statement: *f hereby certify that the above information is authentic and accurate. This batch of product has been manufactured (including

packaging/labeling) and qualit
requirements, set by the local Regulatory Authority, and with the specifications

batch pracessing, packaging and analyses records were reviewed and found to be in compliance with GMP."

y control has been carried out at the sbove mentioned manufacturing site in ful compliance with the GMP
contained in the Marketing Authorization of the Importing country. The

Analyst: PR,SMLCPSFB T
—Analysed by Checked by AppAcvRd OP LK\
Name Pramod Singh Name | AK. Pathak Name Haak e O\
Position Q.C. Officer Position | Sr. Manager Q.C. Position 0( Bager QA. \¥ A
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