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- 1,.Napaueramon: YO-cnexktp AQCNIANKYBAHOTO PO3YUHY ANA

. posduMy. -, o

| YTPUMyeaHHs:niKy nepaLeTamorny Ha xpomatorpami- CTAHRAPTHOD

" 8. Xnopdenipaminy Manear: BianosiguicTs uacis yrpmal-mn fikie

.. CTAHAAPTHOIO PO3UMHIR:
aHOAPTHOrC:POIUMHIA,

PApcrimxrysanoro.1a CTaHAAPTHOD pogunHie, -

¥ ha xpomarorpami BunpoGosyaaHoro PO3HUHY, OTPHMaHOMY Npu
'klanICHOMY BU3HAYEHHI, Mae BIANOBINATY Yacy YTPUMEHHS DCHOBHOMO -

_ - Hd Xpomarorpami ennpaGoByBaHOro poaumHy, OTPAMAHOMY NpH
- KinbKicHOMY Bi3HaueHHi, Mae BlAN0BIAATH YBCY YTPHMEHHR OCHOBHOMY' §
" niky nponinﬂapaﬁeny Hal XpOMATOrpami pO3UMHY NOPIBHAHNA.

‘8. Twrauy gioxcw,q Cnocrapirae?bcu xcoB-rmopawxeBe 3a6apaneHHn BIAnoB" it

Emi aﬁo maixe Gini, osansHof thopmu ,uaoonyxm Kanneru, axpwri

Bianosinae

OBGROHKOIO, 3 FHIEI POTIOMY HA OAHIA CTOPOHI . g e B
Bignosigae

KinbKicHoro suanadeHnn al.qnoai,qae Yd:-cnexrpy craH.qap'rHorc o

2. Mapaijeramoh: Qac y‘rpumyaannﬂ hika napaue‘ramony wa ‘Bipnosigae -
Xpomarorpami BUNpoGOBYBAHOre PosuMHY BiANOBIAEE Yacy e E
PO34KHY, AR OTPUMAEHD npn KinskicHoMy auaHaHeHHi . .
Biancsigae
xnopcbetipaminy maneary Ha xpomarorpamax AochipiysakoroTa ‘

4 U,empusmny ﬂ.qpoxmpun BiAnOBI,D,HICTb vacie yrpumaHHa nikia

Bi,qnosinae
\ETUPHAMHY nnpoxnopwp,y Ha xpoMaTorpamax p,ocnmxcyaanoro Ta

4 eKCTpomeTopcbany n,qpodpcml.q Bl,anBlAch‘l’b vacis YTp!rIMaHHﬂ anom.qae
jfiB AekcTpomeTopthaHy rmpoﬁpommy Ha xpomamrpamax ‘ :

6. MeTunnapaBes: Uag yTpUMaHIA roROBHGFO iky. Memnnapaﬁeny B}nnqia'lgae‘ e .

niky meTunnapabeny Ha XpoMaTorpami po3uuHy NOPIBHAKKA., ;
7. ﬁpOninnapaﬁeu Hac yrpumanHs ronosHaro niky nponinnapabery - Bip.nosm.ae 5t o3

Page 17T




. Cepemm maca uanne-r ‘ ‘550 Mr:t 5 0 % A e T ay g s B s Binnosinae
o i s T L e e ' : ", B53mMr
PoanaAaHHH . He 6Inbu.|e Wxe . ; 4 xB
 |KinbkicHe: ugHavenHs 1. Napalieramon: 292,5 - 357,5 mrikan. _ . 328,2 mrixan.
B N B 2 XnopcbeHipaMlHy Manear: 1,8- 2.2 mrikan, ‘ . 2,0 mrikan.
A Lle‘mpmanny n.qpoxnopw:; 9,0 - 11,0 mrikan. o0 40,0 mefkan.
4. ,D.excrpome'ropcbany rmpoﬁpoMiA 135- 16 5 Mrlxan g 14,5 mr/kan.
. 8, Mamnnapaﬁeu.os t2wmrefkan, - o0 T - 1,0 mrfkan.
8 I'Iponmnapaﬁew 02 03 Mrfxan R . ) Binnosiaae
- o _ ; A Sl e S D T 0,25 mr/kan.
Yynakoeka. - ' -Sﬁ;;uo ButMor MKFI I " Bignosigae
MapxyBanHa - 3rigHo BMMor MKAL oo Bignosinac
-BUCHOBKM: BHCHOBOK womao axocti Ne 1483 iz 16.11.2021 mm‘nepmxye, 1o nepesipeHni spaaox npenapaty

MUHCTAH MYJIBTUCHMITTOMHMH, kanneti, BrpHTi 060moHKOW, NO 12 KaruteT v GnicTepi, mo

1 6nictepy ¥. Kapronnm xopoﬁm, Ne cepii MM091, supo6runTro Mempo ®apmacsioTukanc TTpigar
J'Ilm'ren, Itmiu anonmae m«moram MKH ,ZIO PH Nn UAI6458/01/0] 38 Haseneﬂmm BHIIE

nolcamm(aMn

. e :
o Vienaie b
sz it

TR

® 02~ 03/01 Cropitka 2 _CTO#)‘IHOKZ S

Page 1/1




e eereermerapr .~¥?~~7*£f'  BHCHOBOK My
S s i}p(} sxme:rb Bsezenam B S?xpamy mxapcamm rmcaﬁy

s 18, 31.2621 : , Y s E‘ﬁ 59339121;2511_3

o OMUTICTAH MYJIBTHCUMIOTOMENE
ke '. (waﬁmuyaaﬁﬁﬁ FRAPCHEOTS 35e0fy SriaH0 3 peecrpatiiinm mcm%mm} -
xamlemi, mcpm*l aﬁaﬂaﬁmm* o, 12 wangery 6;11(:%;}:, no l 6mcmpy y Eap'mmﬁi‘i _____ w
_ : . Rﬁi}ﬂﬁﬂ! _ e
(tiw;m& mnycxy, SUIYBAHES, R ﬁaxyna}mﬁ msap::&xﬂm :aa{:uﬁy}

e B 'Hamep paempawﬁaom uecsm&eam UA! 645 8:’(}15{)1 m“p{}x f:ii pawrpamﬁiﬁam ﬂﬂﬁﬁl}mﬁﬂﬁﬂ H&i}ﬁﬁe}z{ﬁﬂﬁﬁ L

wed R :Ceng mx&;}cbxﬂm 3aceﬁy N Mﬂ?i _ . Kmhmcm, aaezeﬁom mfmpm{om szmoﬁy EGDSO

e Bupz;ﬁma;c g g _- : -.'Mezzpo @apmacawmxaﬂc i"ipma’r J”{mri‘e;z, f{ﬂm _
' : ™ ® : = {ﬁaﬁmﬁymﬂg m@;}{rﬁﬂma JIIKW&Gm z&mﬁi}, apama nmrzmm{z}

. Beesshon Yepainy . Cmm,ne ympa’im:sﬁgwecmmbm ﬂnmpﬁﬂmcmo ¥y (pupm
S TopapRersa 3 obveReloo slnnosixansRicnc “()n*rmae—filapm,
O JETHY, b wone 21642228 : -
{safimerrysauns 13 wog s CAPHOY sopummol mﬁn aﬁa npmmme, i’ x, o ﬁmmam

iill?&i‘mm ool -~ sinbpuesas, T vicne npokesanss 18 peccTpauiiianii soMep obaisosol
5 Kap“i‘lﬂl RABTHHKE rmmm{m 200 cepm TA HOMEp Hacnopraj

. Hpsmm msymwara rm;rrpcnm win {3} 1}; 2021 3’& 384{51”?
) 'Haﬁcpawprmﬁ ammm sikoeri mrcapcm:m mcaﬁy 3;;1&9}1@;{5&:5%

g T{)B "Tcmaﬂaﬁ“ (. 31&315, BYJL J};afima Anoc'mﬂa, ’-’) _ : : RN
{Ram{w}m}m T MICHEIRAN DK CHIE aaﬁﬁpim};m, Ho ﬁpuaeﬁa =laﬁcpmprmﬁ azmm:; ﬁmm} % R

ey : 'Peﬁy.nbma ﬂaﬁapampﬁam ananiyy SRoCH mwpcmam 3ac00y 32 MepesipENuME HOKATRIKAMY Bmﬁaamaw% L
| BHMOTEM METDAIR KOHTPOO SK0CTE {aﬁaﬂﬁmﬂo-mpwmgm nmcymmaw”} :

: -33 pmynymmﬁi&' ,aep}z«:asmm Kompom Emﬁeweao, o mxapcmﬁii 3&(:;6 sBe3eH0. B ’Yicpafay we
M ,I{G’E‘pﬁmaﬂﬂﬁm BHMOT SaKUHOABCTEA T0R0 3aleaenenay SKOCT ﬁiﬂﬁp{:hm 1acobis.. B

' Muwona XONOIEHKO

"'--_'-'Haqaf;mmc
' (imidane mmephsnme}

{zzmana i‘iC{!ﬁ& epmxy A




Menpo ®apmacworarane Ist, T

'K_'pé‘ma' aupobauka: IHJUS Howtep pecerpauiifiioro ceprudixary i Yxpa‘x‘lfi’i UAB458/01701

Kpaina nopry: VRPATHA : HAamanepepeecrpanii: 09.062017
C o : Leta saxingemin repyiay i peecrpauil: GezeTporoso
CEPTI/I(DiKAT E{KOC’H
Haina npoaykry MIJICTAH Homep ::my M2
 MYILTHCHMHETOMBMIL, canners
. o BRPATT 0B0T0HR0IG w . o e -
IkTHBHMi inrpeaientta  Tapaneravoi =328 s Hara pupdSuuirrsa 03)’202]
KELKICH: ta omnminio  IXnopdonipasiny vanear — 2 s :
" Mtosysanng Liernpuanny rizpoxnaoepuy — 10 ur
_ o ... Jlexcrposmeropdany rispobpomin-=Smr| o .
Popua srIycky KarLIeTH srpuTi 00010HKGK Tépmin mouaaTrHoCT _jo2/2024
PO3MIp T4 THT yrakossku |12 watier o 1 ﬁmcre;n no 1 Gaicrepyy  [letd ninSopy apaskie 0970672021
irapodill s rerpykatero s MEARYHOTO ;
- : LACTOCYRAUNA i e T . ) i
Homep cepil MM ) Tara anazisy 0S/06/2021
Porsripeepli 159167 ynaxosok N12 Jlatarnycky 106021
Homep. coprudixary 19/22/0224 Hocunanns ia BHY TP
EaCTi ) ) e ) L hapMikoneio ) L ¥
Ulinensia wa supoGuureo (3/25/1663, G/28/1182, Cepridisar GMP OGYLEI/248-7/2019
: e S e oBOmReno diopMo 26 Big 2370372009 | ; _ o o
Hazsa BEpobuuKa Menpo dapsackiorkaie Tipisar Jlivites Axpeca Unit-I1, Q-Poay, daze-1V, GIDC, Baxean,
- . _ [Cypeiiipangrap, Vyamagar, 363038, hinis

Ne TECT CHEUMGIKAING ) ] PEIYALTATH

[ [Onnc _ bl abo waitkd 6ini, Osamsmol (opms Biit 2bo Matwe Gil; osanerot dopMn asoonyrit
BISVATEHD) m;e{myxm KATEACTH, BEPHTT O00ROIRGI0, 4 [KANETH, HrpHTi 0800 HkeW, % finicio poifitey 3-6v0

) . - risiE posnamy 3 oanorg Soxy. - |bory, )

2 nentHdikaris Hac yrpubiysanbin fiky napau&ramony Hz e yrpusyBdanas niy na;:aﬂc'ra»;oﬁy Ha xpcmamrpaxﬂ
Itapangramon ApostaTorpaMi  BEnpoSyBREOro  pozwmsy sunpoéynauom poadiHy siaHORILAE Yacy yTPHMYBAHHS
Bpur. Gapm., BEPX, App. 1T binhosinge wacy  yrpudysatms - miRy iy UApALETAMONY HE XPOMBTOrpaMi CraHAApTIIOrG
DI FApETeTAMANY ia XPOMATOrPaME  [DO3HHHY, Ak OTPHMAEHO JipiH KiTbKicoMY: Bisnayein,

crarz;zapmom posqm{y, AKX OTPHMAaHO PR
I(I"IE:KIC!IOMY BHIRAYSHEI.

_ S ABO | .
Yo o YO criekTp  BURpoSyBauoro jelekckintizyg
bignosinae Yo crrempy Craufagitors

: e POSHHIEY . e o oo

K opdiesipastiiny Mascey Hac  yTpuMyBaunsg Imcy xmpt}xempa.wny RE y’qmmyaamm mky x,xapdmmpawny \1atsary na

BpHT. Depm., BEPX, App. HI MANCATY ffa xpoMaTorpadi BHIpOOYRaHGTS xposgrorpami.  sunpobysanoro poauHny  aignoginac
D POy nosunell. Bitnosigaty anavorian® |auaioriidl SErusnel XpOMATOTpAN ‘CranaapTHoro
BOTMUUHT HE  XpomaTorpavi  crawmapTHor POIURHY, 2K OTRUMANO NPk KINBKICHOMY BH3HAYEHI.

POy, MK OTpEMano npi  siibKiGiouy
o oo BESHAYEHEI . s oo :
EleTupranny riapoxnopua Mac  yrpumysamss:  niky nernpradiy  Mag _‘ﬂ‘pleMyBaE%}Iﬁ mxy uc‘mpmm;y rmpoxnopﬁﬂy Ha
Bpr, Dipw.; BEPX, -App. HI riEpaRIopuay Ha XPOMATOTPAMI xpwamrpam ssmpoﬁyzsagcm pozsuny  pianosidue
I BUIpOGYBALOTD Po3THHY: noskHeH [ananoriyniit pemuunyi na xpwamrpam CTRHIAPTHOTO -
BiinosigaTy  astanoriemi - semwupdi o ma POIUBHY, AK-OTPHMANO NpK kiABKiCHOMY, SHInasenni,

KpOMATGIpaMl. eramiaptioio  posiry; &k
_[oTpuvang npy :cinsxicsmMynns;:a%;enm . . i e, e — .
quc YTPHMyBanug fiky aexerpomeropdany  Uac YTPHMYBaHHS iKY Asketpomeroplany

Heac‘rpome? P

rxﬂpeﬁp;x”’f“ 05p0M§ﬂy Ha xpoMdrorpasi |rigpoSpomity Ha  xposarorpasi BUIpoBYsaHOTO
Bpwr: G, b L Appii: N6V Banoro PO3UHEHY MOBHERH. |poiqiny nimmaigac BHANDTTHRIE  BEnwumii  dm
D [ Y (G 0RinatH  sHanoriuaid.  Boyswm _na xpomamr*paw CTAIIAPTHOTO. podubny, AK OTPHMAHG

dorpami C’rauﬂap’rmm posHANY;. Ak - mpl kinsxictiony suaHadei.
Yo fihw vidLRicHoNy Busiavenui -
Arpusyianin iky Mefinapabenst e | dac YIpHMyRanms nixy Mmmmapaﬁeny Ta

gmapabeny HA - XpoMarorpami npomnna;naﬁcny Ha. xpo\da*rorp&m Bnnpoéyrsauom
ZFobysanoro © pUBURHY NOBMHER . poTuMHY - BiMosLME  awanorfunii mepuundl  Ha

I Flfinoginat  aitatoriusin . sedwaii g xpouamrpaw CTEHAAPTROrD POy {€): #ic vrpusaiio
= poMarorpasi CTAMAAPTHOIG PoBYMHY (c), A% JIPY KiARRICHOMY BisHatenn|,
R JOTPHMAHG P K kEbRicHoMY Budtadenil. ' e
Turany giokena Choerepiracrscs xconm-epmmeac S Cm{:?cpirac-rhcs; momo«opasmeee zabapsiicnns.
CRistsEn Ay .. [3abapantints. B .
. L Auanizopane _ o ..._Hepeﬂipem}-_..._'._ ot e o ¥irenens
g CyninAmanen s AK Tatxar s - Jlinax Kxaupensan .
" Totana Buxoiap i apauissnk [ locana S3acrynunk xepirnmen [[focana [Kepinuuk i3 3abeinesenun
_ . #3 KonTpostio ukoeri . 3 KOHTpONO sikoer | | yicorr
Hianie/ Tara {lignuc/ [4/06/2021 Timmc/ ara Vidnue? 1470672021 Hmnuc/ﬂa&a Tiidnucs 1 4r‘06f202!
Teuarkd: /Mertpo GapMackioTukane BT, e, * AiARME BBl aa Lo obof/
CCr.0tad2 -
N/

; e 2 7
?)),{s &iig‘?} J J}/{S@f 023 Sl et /e




" [YMopy sGepiranna; 36epirain npu TeMaepatypl ge srule 25°C B opurinansoil yiiggoni v HE)I(}GT)(BHO\A}’ AnA gitedi miend,
- Ceprinbixanin ol e IACBLTYIO, 10 HABRCHA BITE TH(OpManiy & CrpaBRHLCR { Tounors, La cepisnpoayrry Gyna BUTOTORI(eHz, ——

%l " TECT ' CHEWNOIKAIA | PEIVALTATH

3 Copeittia Maca rarigr S50 Mr+ 5% 551,27 mr
bput. ‘Papst., App, XL G . o i . ) ; :
4 {Ounopimiiers aosonanmx Hipuisinsie suono < 15 AV = 3,29 nna i"iapaumam}:ly
AWML AV-= 1,90 fim Xaopdienipaminy Maaeaty
Cap, Papm., 2.9.40 AV = LO7 anz Lietapisumy rigpoxacpuay
DUBPANYHKOBO-HArOBHI g AV =0,73 juin Hexcrpomeropiiany rinpobposiny
Joperopy o e . _ .
5 Posiajaniis He innine 30 gowms 03 s, 53 cex,
Bpur. $aps., App. XILA
6 [Pozvmienss
Bpur, Papse., App. X D,
BEPX}
Tlaphueramcs He semme 75% (Q) ripotsiom 45 ks 99,92%
X nopihenipaminy saneur He stgfiiiic 75% (Q) nporarom 45 s 99,86%
Uerupuauny rigpoxnopun. e mesitiie 75%(Q) nporargM 45 xs 99,83%
[lekerpomeropdiany He wenme 75% (Q) nporsrom 45x8 e 91,70%
rizpobpoMin » R :
- CymyThi lovimy.
“{Bpar, Daps., App. 111 D,
HEPX o
_ Eyﬂ}:_ﬁka irusa gomima He Biibte 0,25% . PV 0.028% 2} 0,006%
d-avitiodencs Qi Gisine 0,1% . He Bussnenc
d-xaopaneraiinin ] te Biasuie 0.005% . ) e B _{He suasneno
8 [KimeicHo pranauenns Ha pomenr vuirycky  Ha Mowment aakinuenns [Ha Moment HHEYCKY
o : . - .. [TEPMiNY npBpaTHOCT] R
[aparictamon ' 308,75 341,25 Mr 29253575 mr 324,84 mr
bput. @apm., App: I D, Vo (B rgpepaxyrky ni B flepepaxy Ky Ha B ICDEPERYHKY HA CePeaHI0 MACY KanaeT
abo Bpwr Bap; App. L D, jcepenimo MECY KAMIETHCEPEiio MacY Kamer)
BEEX. . . o . o .
Xfmp{bt:mpamay MENCET 1,9 -2, 1 ur 1,822 mr 1,99 mr
Bpur. Gapa, App I [, (B Tiepepaxyxy 1 {5 Nepeparyixy ma H OCPEpAXYHKY Ha CePeR Macy kamaer
CBEPX COPEANIO Macy XUTTIETHeepeIo Macy Karsier) L
LieTupuanny rsgpoxnopm 9,5 —10,5vr 2,0 - 11,0 mr 10,10 mr
Brer. - Daps, App. [T D, (8 nepépakyrky a B HepepaxyHKRy na B FIEPEPANYHKY 12 CEPEIHIO MaCy Kaller
BEPX o COPCNAIO MACY KATIICT) COPSIING Maky Kaery _ _
Mleketpomeropdairy 14,25~ 15,75 mr 13,5 - 16,5 mr 14,56 %
rispofpomia BUSpEPAXyHRY HA (B NepepaxvERY Ha B IEPEPEXYIKY B COPSIRK MAEY KatiheT
Bpier. Qaps; App T D, CEPEIHN SACY RAMICE)|CepeAino Macy kdnieT)
BEPX . e " e
Metwitiapatien 0.9« 1,1 ur 0.8 - 1,2 mp 0,99 mr
by, @aps., App, 11 D, (B HEpEpaXyHKy Ha B NEPEPAXYHKY Ha 3 [EPEPARYIHKY HA COPEANG MACY KAnIeT
BEPX. JCEPEAHIO MACY KaneTYCepeainG Macy kanser) |
’ Hpeﬁmnapaﬁen 0,225 - 0,275 mr (0,2 0,3 mr 0,25 mr
_ }':»pys‘z‘_ Dapw,; App. HI D, (B Hepepaxyugy Ha B PEPERANYHRY 1a B TICPEPAXYHKY HA CCPCAIIO MACY Kanmer
. \BEPX e [CCPEIITRO MBCY KANNCTHOEPEIHIO MACY KaTlieT) | .
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Mikpoopraniavis (TAMCY _ o
Baransie uncao aphrpkosink e Siisme 102 KO Bilicyeni .
tpinesny [pps'ﬁ;s {'TYMC}
Escherichia coli o BincyrHicTE 8 I s P Biseyrai
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COMMITTED TO HUMANITY

EP, 2.9.40 (PBM)

No. Name of Index Allowable rates Results
3 Average mass of caplets 5500mg+5% 556.90 mg.
BP, App.XIl G
4 Uniformity of dosage units | AV <15 AV = 1.06 Paracetamol

AV = 3.87 Chlorpheniramine maleate
AV = 2.35 Cetirizine hydrochloride
AV = 3.65 Dextromethorphan hydrobromide

5 Disintegration
BP App.XIl A

Not more than 30 minutes.

01 Min 20 Sec.

6 Dissolution

(BP,App.Xll D, HPLC)
Paracetamol
Chlorpheniramine maleate
Cetirizine hydrochloride
Dextromethorphan
hydrobromide

Not less than 75 % (Q) during 45 minutes
Not less than 75 % (Q) during 45 minutes
Not less than 75 % (Q) during 45 minutes
Not less than 75 % (Q) during 45 minutes

101.59 %
100.43 %
102.62 %
97.02 %

7 Related Substances
(BP,App.Ill D, HPLC)

-Any other impurity NMT 0.25 % 1) 0.029 % 2) 0.005 %
-4-aminophenol NMT 0.1 % Not detected
-4-chloroacetanilide NMT 0.005% Not detected
8 Assay At the date of At the shelf life expiry At the date of manufacture
manufacture date
-Paracetamol 308.75-341.25 mg 292.5 - 357.5mg 326.33mg
BP,App.lll D, UV ore (In terms of caplet (In terms of caplet In terms of caplet
BP,App.lll D, HPLC average mass) average mass) average mass
-Chlorpheniramine maleate | 1.9 -2.1 mg 18-22mg 1.98 mg
BP,App.lIl D, HPLC ore (In terms of caplet (In terms of caplet In terms of caplet
BP,App.lll D, HPLC average mass) average mass) average mass
-Cetirizine hydrochloride 9.5-10.5mg 9.0-11.0mg 10.23 mg
BP,App.lll D, HPLC ore (In terms of caplet (In terms of caplet In terms of caplet
BP,App.lll D, HPLC aver mass; average mass, average mass
-Dextromethorphan 14.25-15.75mg 13.5-16.5mg 14.65m
hydrobromide (In terms of caplet (In terms of caplet In t T sgof il
BP,App.lll D, HPLC ore average mass) average mass) VSIS 7T P
B8P.App.lIl D, HPLC .
-Methyl paraben 09-11mg 0.8-12mg 1.03 mg
BP.App.lll D, HPLC (In terms of caplet (In terms of caplet In terms of caplet
average mass) average mass) average mass
-Propyl paraben 0.225 -0.275mg 0.2-0.3mg 0.25 mg
BP,App.lll D, HPLC (In terms of caplet (In terms of caplet In terms of caplet
average mass) average mass) average mass

9 Microbiological Purity
(EP,26.12,2.6.13,5.1.4)

Total Aerobic Microbial Not more than 10° CFU/g 30CFU/g
count (TAMC)

Total Yeast and Mould Not more than 102 CFU/g Nil

count (TYMC)

Escherichia coli Absentin 1g Absent

Comments: the batch complies to the established quality standards and INHOUSE specification No. MP/SPEC/TB/0228/08

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

batch processing,

Certification statement: “I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured (including
packaging/labeling) and quality control has been carried out at the above mentioned manufacturing site in full compliance with the GMP
requirements, set by the local Regulatory Authority, and with the specifications contained in the Marketing Autherization of the Importing country. The
ckaging and analyses records were reviewed and found to be in compliance with GMP."

Analyst: AY,AS,SP,UP, Micro Protocol Dated:26/10/2021 e
Analysed by Checked by —
Name Sunil Adalja Name Mukesh Tayade Name~.: /| Kha
Position Q.C. Executive Position Q.C. Asst. Manager Pogition—: [/ TNQLA, 2
Sign/Date Sign/Date i T L g?,.l PR N e
= 3ol Seloey | el —a)
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Mepro Pharmaceuticals Pvt. id, —""S&EL
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GIDC, Wadhwan 363 035, Dist: Surendranagair, C.LN.:U24231GJ1982PTC005451
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Ne TECT CINEHH®IKALIA PE3YJIBTATH

3 |Cepeans maca Karuier 550,0 Mr+ 5% 556,90 mr
Bpur. ®apm., App. XII G
4 |OnHOpiAHICTE J030BAHHX [puiimanshe uncno < 15 AV = 1,06 naa Ilapaueramony
(O/IMHHLLD AV = 3,87 ana Xaopdeunipaminy maneary
€sp. Papm., 2.9.40 AV =235 naa LleTupusuny riipoxiopuiay
PO3paxyHKOBO-BaroBHi AV = 3,65 nas Jlekcrpomeropdany riapobpomiiy
METOL)
5 |Posnananus He Ginbine 30 xBuimH 01 xB. 20 cek.

Bpur. ®apm., App. XII A
6 |PozumnnenHs
Bput. ®apm., App. XII D,

BEPX)

ITapaueramosn He menue 75% (Q) nporarom 45 xs 101,59%
Xnopenipaminy manear He meniie 75% (Q) nporarom 45 xs 100,43%
LleTupuauny ripoxiaopua He menme 75% (Q) nporsrom 45 x 102,62%
JlexcTpomeTopdany IHe menue 75% (Q) npotrsrom 45 xB 97,02%
ripoGpomia

7 |CynyTHi A0MilLIKK
(bpur. ®apm., App. Il D,

BEPX)
byib-gKka iHIWA A0MIilIKa He Oiasie 0,25% 1)0,029% 2)0,005%
d-aminodenon He Giabuie 0,1% He Bussieno
4-xXnopaueraniaia He Oiabiue 0,005% He BusBiicHo
8 |[KizbkicHe BU3HAYCHHS Ha moment Bunycky [Ha momenT 3akinuenns [Ha MomeHT BUIIyCcKy
[TepMiHY MPHAATHOCTI
I Tapaueramon 308,75 — 341,25 mr  [292,5-357,5 mr 326,33 mr
bpur. @apm., App. 111 D, Y@ |(B nepepaxyHky Ha (B nepepaxyHKy Ha B [IEPEPAXYHKY Ha CepeJIHIO Macy Karier
abo bpur. ®apwm., App. lI1 D, |cepennio macy kanuer)cepeinio macy Karuier)
BEPX
Xotopdenipaminy Manear 1,9-2,1 mr 1.8 -2,2 mr 1,98 mr
Bpur. dapwm., App. 111 D, B [IEpPEpaxyHKy Ha (B nepepaxyHKy Ha B [epepaxyHKy Ha CCPE/HIO Macy Karier
BEPX CCpe/IHIO MACy KarIeT)[CepeiHio Macy Kanjier)
ILleTHpM3NHY IiApOXIOpPHIL 9,5 —-10,5 mr 9.0 — 11,0 mr 10,23 mr
IBput. dapwm., App. II1 D, B [epepaxyHKy Ha B [epepaxyHKky Ha B riepepaxyHKy Ha CepeJIHIO Macy Karuier
BEPX CCPEJIHIO MACY KAILJIET)/CEPE/IHIO MAcy KarlieT)
Jlexerpomeropdany 14,25 - 15,75 mr 13,5-16,5 mr 14.65 mr
riapoGpomin (B nepepaxyHky Ha B [IepepaxyHKy Ha B [IepepaxyHKy Ha CEPeJIHIO Macy Karuier
bBpur. @apwm., App. 111 D, CCPEJIHIO MACY Kall/IeT)|CepEeIHIO Macy Karuier)
BEPX
IMerunnapaben 0,9 - 1.1 mr 0.8 - 1,2 mr 1,03 mr
bpur. Papwm., App. 111D, (B nepepaxyHKy Ha B IIEPEPAXyHKY Ha B [epepaxyHKy Ha Cepe/IHIO Macy Karuier
IBEPX CePCJIHIO MAcy Karnjert)cepeitio Macy Kanier)
[TponinnapaGen 0,225 - 0,275 mr 0,2 - 0,3 mr 0,25 mr
bpur. ®apm., App. 111 D, (B nepepaxyHky Ha B [1EPEPaXyHKY Ha B [IepepaxyHKy Ha CEpe/IHIO Macy Kaluer
BEPX CepesIHIO Macy Karner)jcepeinio Macy Karner)

9 MikpoGionoriuna uncrora:
€epp. Papm., 2.6.12, 2.6.13,

5.1.4)

Baraibne uncno aepoGuux He Ginbie 10° KYO/r 30 KYO/r
Mikpoopranismis (TAMC)

Baranpue yuesno apikmkosux [He Ginbiie 10° KYO/r Biacyrui

i usinesux rpubis (TYMC)

Escherichia coli Bijcyrhicts B 1 1 Bijcyrhi

KomenTapi: cepist BiANOBijlac HAJGXKHUM cTanaapTam skocti arino 3 BHYTPIIIHBOIO cneundikauicio Ne MP/SPEC/TB/0228/08.

'Ymosu 36epiranns: 36epirati npu Temneparypi He Buie 25°C B opHriHaabHii ynakosili y HEAOCTYTHOMY JUIS AiTel Micli.

Ceprudpikauia: «LluM 3acBiuylo, 110 HaBeAeHa BHlLe iHDOpPMAllis € CIpaBkHBOIO | TOYHOW. Lls cepis npoaykty Oyjla BHIOTOBIACHR,
BKIIOYAIOYH  YNIAKOBKY/MapKyBaHHs, | KOHTPOJIL HKOCTI [POBEACHHH HAa BHILE3A3HAYCHOMY BUPOOHHYOMY MAMIAH4YHKY B [MOBHIMH
sianosinnocri 3 Bumoramu GMP micueBux peryisTopHHx opradis Ta 3riaHo 3i cneuudikaiisMm, BKazaHUMHU y peecTpallifHoMy nocsiuenni
ikapebkoro 3aco0y kpaiHu-iMroprepa. BupoGHUITRO, yNakoBKa Ta aHalni3 cepii NMeperiisHyTO Ta 3aTBEP/DKCHO HA BULMOBUIHICTL BUMOraM
GMP».

Ananituk: AY, AS, SP, UP, mikponporokoa Bin 26/10/2021
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COMMITTED TO HUMANITY

Manufacturing Country: INDIA Reg. certificate in Ukraine: No. UA/6458/01/01
Importing Country: UKRAINE Date of Re-Registration: 09/06/2017
Date of Expiry: Unlimited
CERTIFICATE OF QUALITY
Product name MILISTAN MULTISYMPTOMIC, caplets Lot No. MMO093
film coated
Active ingredient and amount | Paracetamol -----e-s=msemeeeee—e- 325 mg Mfg. Date 09/2021
per unit dose Chlorpheniramine maleate -2 mg
Cetirizine Hydrochloride--—-==-—----10 mg
Dextromethorphan hydrobromide —15 mg
Dosage form Film Coated Caplets Exp. Date 08/2024
Package size and type 12 caplets in 1 blister, 1 blister in a pack with | Sampling Date 26/10/2021
Package Insert.
Batch No. MMO93 Analysis Date 26/10/2021
Batch Size 59167 Packs of N12 Release Date 31/10/2021
QC Appr. No. FP/22/0712 Pharmacopoeial INHOUSE
Ref.
Manufacturing authorisation G/25/1663, GI2s/1182, GMP Certificate | OGYEI/ 248-7 /2019
on form 26 from 23/03/2019
Company Name Mepro Pharmaceuticals Private Limited Address Unit 1I,Q-Road, Phase IV, GIDC,
Wadhwan, Surendranagar,
Guijarat, 363035, India
No. Name of Index Allowable rates Results
1 Description White or almost white, oval, biconvex caplets, film White or almost white, oval, biconvex caplets, film
(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
BP, HPLC,App.IIID to that of the standard preparation as obtained in the to that of the standard preparation as obtained in the
assay. assay.
OR
uv UV spectrum of test solution for assay coincides with
UV spectrum of standard solution.
Chlorpheniramine maleate | The retention time of Chlorpheniramine maleate peak | The retention time of Chlorpheniramine maleate peak
BP, HPLC App.lIID 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.
Cetirizine hydrochloride The retention time of Cetirizine hydrochloride peak in | The retention time of Cetirizine hydrochloride peak in
BP, HPLC App.IIID the chromatogram of the assay preparation should 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 Dextromethorphan
hydrobromide hydrobromide peak in the chromatogram of the assay | hydrobromide peak in the chromatogram of the assay
BP, HPLC App.IIID 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
BP, HPLC App.lIID the test solution should correspond to retention times | the test solution correspond to retention times of
of Methylparaben and Propylparaben main peaks in Methylparaben and Propylparaben main peaks in the
the chromatogram of the standard solution (c) as chromatogram of the standard solution (c) as
obtained in the assay. obtained in the assay.
Titanium Dioxide A yellow orange colour is observed. A yellow orange colour is obs
chemical S
Analysed by Checked by <2
Name Sunil Adalja Name Mukesh Tayade Name : k Khande
Position CE;S Executive Position Q:E: Asst. Mana?fr Position : [ Mapagwed | <
Sign/Date 5__ Sign/Date A et A :
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JIEPXKJIIKCITYKBA
JTEPKABHA CJIYVKEA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMHM YV KHIBCHKIA OBJIACTI

npocriekT Banepia JlobanoBcekoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, https://www.dls.gov.ua, Kox €E/IPTIOY 37078774

BUCHOBOK
Nnpo AKICTH BBE3€HOI0 B YKpaiHy JiKkapcbKoro 3acody

02.03.2022 Ne 9104/22/10

MLIICTAH MYJbTHCAMIOTOMHHAMA

(naliMenyBaHns JTiKapceKoro 3acofy 3riiHO 3 peecTpaliiiHAM NOCBIMEHHAM )
KalUleTH, BKPHTI 000,10HK0I0 o 12 xanjer y OJicTepi; mo 1 6iaicTepy y kapToHHiH kopo6mi

(opma BunycKy, AO3yBaHHSA, BHJ| IAKYBaHHSA JTiKapCcEKOro 3acoby)
Howmep peectpaniiinoro nocsigaenns UA/6458/01/01 crpox aii peectpaniiinoro nocsigaenns 01.01,.2099
Cepis nikapcskoro 3acoby Ne MIM 093 KinbKicTs BBE3€HOTO Jikapcskoro 3acoby 4800

Bupo6auK Menpo ®@apmacerorukanc Ipisar Jlimiten, Inpis

(naiimenyBanns pupo6uuka Nikapcekoro 3acofy, KpaiHa NOXOKEHH)

Beezeno B Ykpainy ToBapHrcTBO 3 06MexkeH0I0 BignoBinanbricTio "Benta JIT/I", inenr.
wxon: 21947206

(uaiiMmenyBanng Ta koj 3a €J/[PIIOY opuanunoi ocobn abo npissxie, iM'a, mo 6aTEKOBI
disuunoi ocobu - nigmpuemi, 1 MicHe NPOXHUBAHHSA Ta peecTpaniiinui HoMep o6mKoBoT
KApTKH [UIATHHKA MOJAaTkis abo cepis Ta HOMep nacnopra)

MpoTtokoa Bisyansnoro konrpo.o six 22.02.2022 Ne 0562/1.

3a pesynsTaTaMH JAEpXABHOIO KOHTPONIO BCTAHOBIEHO, IO JIKAapchKuil 3acié BBeseHo B VYkpainy 3

JAOTPHMAHHAM BHMOT 3aKOHOJABCTBA MO0 3abe3neuenHs AKOCTI IIKapChKUX 3aco6iB.

i 7#/
1.r~ XOH1Pgp)
> Bnazucnas [IETPOCOB

(mianuc) (iniuiank Ta npissume)




Menpo dapmacsiorukasnc IIsT. JITa.

Kpaina supobuuxa: IHJ1151 Homep peecrpauiiinoro ceprudikary B Ykpaini: UA/6458/01/01
Kpaina imnopry: YKPATHA Jara nepepeecrpauii: 09.06.2017
Jara sakinvenns tepminy Jii peecrpauii: 6e3cTpokoBo
CEPTH®DIKAT SIKOCTI
Ha3ssa npoaykry MIJIICTAH Homep noty MMO093

MYJIbTUCUMITTOMHHI, kansiets
BKpHUTi 060J10HKO010

AxTHBHMA inrpenient Ta  |[Tapaueramon — 325 mr Jlara sBupoGHuiITBa 09/2021
inbKicTh HAa oMHMIno  [Xnopdenipaminy manear — 2 mMr
Emyaaﬂua Llermpusuny rigpoxnopma — 10 mr
ekcTpoMeropdany riapoGpomin — 15 mr
bopma BHITYCKY |Kansietu BkpuTi 060J0HKOIO [Tepmin npunatHocTi 08/2024
IPoamip Ta Tun ynakoeku |12 kanner B 1 6aicrepi, no 1 Gaicrepy y  [lara sinGopy 3paskis 26/10/2021

0po0Il 3 IHCTPYKIICIO JUIA MCHYHOTO
BACTOCYBAHHA

IHomep cepii MMO093 ara anajizy 126/10/2021
Posmip cepii 59167 ynakosok N12 /laTa BUIIYCKY 31/10/2021
Homep ceptudikary FP/22/0712 [MocuiaHug Ha BHYTPILIHA
lakocTi lbapmaxkoneio
UTinensia na supoOuuurso (G/25/1663, G/28/1182, Ceprudikar GMP OGYEI/248-7/2019
nojopxeno gopmoio 26 pin 23/03/2019
Hassa BupoGHmKa Menpo ®apmackiorukanc [pisar Jlimiten [Anpeca Unit-11, Q-Poau, dasze-1V, GIDC, Banxsan,

Cypenapanarap, ['yaxapar, 363 035, luais

Ne TECT CIHEIHPIKALLA PE3YJIbTATH

1 [Onuc bini abo wmaibke 6ini, osaipHoi (Qopmu |Bini abo wmaibke Oini, osaisHOl opMH ABOONYKI
(Bi3yasIbHO) IBOONYK/  KaruleTH, BKPHTI 000/10HKOI0, 3 [KarieTH, BKPHTI 000/10HKOI0, 3 NIHIEIO po3iaMy 3 0JIHOI0

ninielo posnamy 3 oaHoro Goky. GOKY.

2 |lnewTudikauis Yac yrpuMyBaHHs 1Ky napaueraMony Ha [Jac yrpuMyBaHHS MKy [apaleTaMoy Ha XpoMaTorpaMi
[Mapaueramon xpomatorpamMi  BHNpoOYBaHOr0  PO34MHY [BUIIPOGYBAHOrO PO34MHY BLANOBIAAC YACY YTPUMYBAHHA
Bpur. dapm., BEPX, App. Il sinnosinac vacy YTPUMYBaHHS niky [niky rnapaueramMoiy Ha Xpomarorpami CTanaapTHOro

napareramoy Ha XpoMmarorpaMi [po34HHy, SK OTPHMAHO MPH KiIbKICHOMY BH3HAuCHHI.
ICTAHAPTHOIO PO3UMHY, SK OTPHMAHO [pH
Ki/IbKICHOMY BM3HAYEHHI,
AbBO
Y Y cnekrp  BunpoOyBaHoro - po3uMHy
pianosizace Y@  cnexkrpy  CramaapTHOro
PO34HHY.
XopdeHipaminy manear Yac yrpumyBanus niky xnopdenipaminy [Uac yrpumysanHs miky xjaoptpenipaminy maneatry Ha

Bput. Dapm., BEPX, App. Il fmazeatry mwa xpomarorpami sunpoGysaHoro [xpomarorpami BunpoGyBaHOro po3uuHy Bianosizac
PO34HHY IOBHHEH BIANOBAATH aHanoriunii @nanorivHii BenHYHHI Ha XpOMaTOrpaMmi CTallapTHOrO
BCJIMMMHI Ha XpoMaTorpaMi CTaHJapTHOro [PO3YHHY, AK OTPHMAHO NPH KiNbLKICHOMY BH3HAYEHHI.

pO34MHY, HK OTPHMAHO TpH KinbKicHOMY

BH3HAYCHHI.
ILleTHpu3uHy rizpoxaopHi Yac  yTpuMmyBaHHsS iKYy  UCTHpH3MHY [Yac yTPMMYBaHHS MKy UCTMPH3MHY TiJIPOXNOpHay Ha
Bpur. dapm., BEPX, App. Il [riapoxaopuny Ha xpomarorpami [xpomarorpami BunpoSyBaHOro po3uMHy  BLANOBIAAC
D BUIIPOOYBaHoro PO34HHY MOBHHCH [aHAJIOri4HIA BEAMYMHI HA XpomaTorpami cTal/lapTHoro

BIUIOBIIATH  aHAOTiuHiA  BEeJMUMHI  HA [PO3YMHY, SK OTPHMAHO NPH KiILKICHOMY BH3HAYEHHI.
XpOMaTorpaMi CTaHIapTHOTO PO3YMHY, 8K
OTPHUMAHO IPH KIILKICHOMY BH3HAYEHHI.

JlexcTpomeTopdany Hac yrpumyBanHs niky Jaekcrpomeropdany |[Hac YTPHMYBaHHHA niky JiekcTpomeTopdany
riapoGpomia rizipobpomiay Ha xpomarorpami [riapoGpomizy mHa  Xxpomarorpami  BunpoOysanoro
Bpur. @apm., BEPX, App. lll [Bunpo6ysatoro pO3HHHY MOBMHEH [PO3YMHY  Bianosigae  ananorivymii  Beanumni  na
D BiANOBLIATH  aHanorivyuiii  BeNWMYMHI  HA [XPOMATOrpaMi CTaHJAPTHOIO PO3YHHY. SK OTPHMAHO

IXpOMATOrpaMi  CTAHAAPTHOTO pPO3YMHY, SK [[IPH KiJBKICHOMY BH3HA4eHHI.
IOTPHMAHO PH KiJIbKICHOMY BH3HA4YeHHI.

Mertunnapaben Yac yrpumypanus niky mermanapabeny Tta [Hac  yrpumysaHus  niky  merdanapabeny  Ta
[Iponinnapaben inponinnapabeny Ha XpoMaTorpami [nponinnapabeny Ha Xpomarorpami BunpoOysanoro
bput. Dapm., BEPX, App. 111 t:unpoﬁysanoro po3UHHYy MOBHHEH [po3uMHy  Bianosizae  auanorivuili  Benwuuni  wa
D PnoBijlaTH  aHanoriyHii  BeIMYMMHI  HA [Xpomarorpami craHaapT C), AK OTPHMAHO

XpoMmaTorpaMi CTawIapTHOrO po34uHy (¢), SK [IpH KiJbKICHOMY BU3
OTPHMAHO NPH KiNBKICHOMY BH3HAYEHHI.

Turany niokcua Criocrepiracrses *0BTO-0patKeBe ICrniocrepiraerses ﬁ(e-a‘yb-ﬂpas&wl:m@ﬁapk\ l\a\
XIMIMHHIA aHam3 sabapBieHHS. [ Py ee.
AHajizoBaHo IlepeBipeno [ ’ [”Q _i)giﬂ_%?m i?:. ”
IM’51 ICyHin Anasbs Im™5 Mykew Tasa IM's ina gﬂi
[Tocana BukonaBumii npauiBHuk IMocana 3acTyNnHUK KepiBHUKA I!oca.,ua\\ _-:-) A cp!ﬁuﬂu;ﬁaﬁ/
[BiALTY 3 KOHTPOJII0 AKOCTI BiAIJY 3 KOHTPOJII0 SKOCTI N saﬁemeqe ocTi
[linnuc/[lata  ViTionue/ 31/10/2021 llianue/data  Yllidnuc/ 31/10/2021 l']uuuc!ﬂa‘?& sty 301672021

[Teuarka: /Menpo ®apmacsiorukaic I1sT. JImenma.mtof ocoOu/
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COMMITTED TO HUMANITY

No. Name of Index Allowable rates Results
3 | Average mass of caplets 550.0mg +5 % 551.81 mg.
BP, App.XIl G
4 Uniformity of dosage units AVs15 AV = 0.71 Paracetamol
EP, 2.9.40 (PBM) AV = 4.16 Chlorpheniramine maleate
AV = 4.00 Cetirizine hydrochloride
AV = 3.47 Dextromethorphan hydrobromide
5 Disintegration Not more than 30 minutes. 01 Min 33 Sec.
BP App.XIl A
6 Dissolution
(BP,App.XIl D, HPLC)
Paracetamol Not less than 75 % (Q) during 45 minutes 101.59 %
Chlorpheniramine maleate | Not less than 75 % (Q) during 45 minutes 100.72 %
Cetirizine hydrochloride Not less than 75 % (Q) during 45 minutes 102.60 %
Dextromethorphan Not less than 75 % (Q) during 45 minutes 97.22 %
hydrobromide
7 Related Substances
(BP,App.lll D, HPLC)
-Any other impurity NMT 0.25 % 1) 0.030 % 2) 0.005 %
-4-aminophenol NMT 0.1 % Not detected
-4-chloroacetanilide NMT 0.005% Not detected
8 Assay At the date of At the shelf life expiry At the date of manufacture
manufacture date
-Paracetamol 308.75 -341.25 mg 292.5-357.5mg 330.46 mg
BP.App.lll D, UV ore (In terms of caplet (In terms of caplet In terms of caplet
BP,App.lll D, HPLC average mass) average mass) average mass
-Chlorpheniramine maleate | 1.9-2.1 mg 18-22mg 1.97 mg
BP,App.lll D, HPLC ore (In terms of caplet (In terms of caplet In terms of caplet
BP,App.lll D, HPLC average mass) average mass) average mass
-Cetirizine hydrochloride 95-105mg 9.0-11.0mg 10.11 mg
BP,App.lll D, HPLC ore (In terms of caplet (In terms of caplet In terms of caplet
BP,App.lll D, HPLC average mass) average mass) average mass
-Dextromethorphan 14.25-15.75mg 13.5-16.5mg 14.66 m
hydrobromide (In terms of caplet (In terms of caplet b ms%f ——
BP,App.lll D, HPLC ore average mass) average mass) Saie msp
BP,App.lll D, HPLC ge
-Methyl paraben 09-11mg 0.8-12mg 1.03mg
BP,App.lll D, HPLC (In terms of caplet (In terms of caplet In terms of caplet
average mass) average mass) average mass
-Propyl paraben 0.225-0.275mg 02-03mg 0.25mg
BP,App.lll D, HPLC (In terms of caplet (In terms of caplet In terms of caplet
average mass) average mass) average mass
9 Microbiological Purity
(EP,26.12,26.13, 5.1.4)
Total Aerobic Microbial Not more than 10* CFU/g 30CFU/g
count (TAMC)
Total Yeast and Mould Not more than 10? CFU/g Nil
count (TYMC)
Escherichia coli Absentin1g Absent
Comments: the batch complies to the established quality standards and INHOUSE specification No. MP/SPEC/TB/0228/08
Storage conditions: Keep at temperature not more than 25°C, in original packing away from children.
Certification statement: “I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured (including
packaging/labeling) and quality control has been carried out at the above mentioned manufacturing site in full compliance with the GMP
requirements, set by the local Regulatory Authority, and with the specifications contained in the Marketing Authorization of the Importing country. The
batch processi ing and ana records were reviewed and found to be in compliance with GMP.”
Analyst: AY ,AS,SP,UP, Micro Protocol Dated:29/10/2021 ceul;
Analysed by Checked by = 5
Name Sunil Adalja Name Mukesh Tayade Name~ .t " | Khand
Position Q.C. Executive Position Q.C. Asst. Manager Pos; aﬁ/ j o
Sign/Date b7 Sign/Date 03 Sianibater 7 12 i
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Page No. 02 of 02 [: "DEH/ L: *
Mepro Pharmaceuticals Pvt. Iitd., . =
NN Y2 2194700 5

. . ..-'-{'“ LD SL.
Sp—— ¢ @ s i &S

Unit No. 2, Q Road, Phase IV, | 1003, GIDC Wadhwan 363035, | W: wwwi? B
GIDC, Wadhwan 363 035, | Dist: Surendranagar, M :U24231GJ1982PTC005451
Dist. Surendranagar, Gujarat, India. | Gujarat, India.

+91 2752 241001 / 2 | +91 2752 241416 i



Menpo ®apmaceiorukasnc IIsr. Jta.

Kpaina supobuuka: IH/I1S Howmep peecrpautiitnoro ceprudikary B Ykpaiuni: UA/6458/01/01
Kpaina imnopry: YKPATHA Jlara nepepeectpautii: 09.06.2017
Jlara 3akinyenns TepMiny Jii peectpauii: 6e3cTpokoso
CEPTHU®DIKAT AKOCTI
Hassa npoaykry MUIICTAH Homep noty MMO094

MYJBTHCHUMIITOMHHUIM, kanaern
BKPHTI 000/10HK010

AKxTHBHUMI inrpenient ta  [[Tapaueramosn — 325 mr JlaTa BupoOHHUTBa 09/2021
KinbKicTh Ha oxmuuwio  [(Xnopdenipaminy manear — 2 Mr

103yBaHHA Llerupuauny riapoxnopua — 10 mr

r excTpomeropdany riapobpomia— 15 mr

{Dopma BUnyCKy [Kansiety BKpUTi 060JI0HKOI Tepmin npuaaTHoCTI 08/2024
Po3mip Ta THn ynakoBku |12 karuier B 1 Gaicrepi, no 1 Gaicrepy y  [Jlara sinGopy 3paskis 28/10/2021

KOpOOL 3 IHCTPYKLIEIO /114 MEJHYHOTO
3aCTOCYBAHHS

Homep cepil MMO094 ara aHauizy 28/10/2021
Po3Mip cepii 59167 ynakosok N12 ara BUITYCKY 03/11/2021
Howmep ceprudikary FP/22/0723 [Tocunanus na BHYTPILIHSA
lakocTi ihapmakorneio
Ulinensia na supoGuuurso (G/25/1663, G/28/1182, Ceprudikar GMP OGYEL/248-7/2019
10/10B3keH0 (hopmoro 26 Bia 23/03/2019
Hassa BupoGHuka Menpo ®apmaceiotukanc Ipisar Jlimiren [Anpeca Unit-1I, Q-Poan, ®ase-1V, GIDC, Banxsan,

Cyperipanarap, ['yisapar, 363 035, [niis

Ne TECT CINEUHDIKALLSA PE3VYJILTATH

1 [Onuc bini abo maitwe Oini, osansnoi Qopmu |bini abo wmaiixe OGini, osaibHOl dopMmu  ABOOMYKIN
(BizyansHo) UIBOOITYK/  KalleTH, BKPWTI 0G0JIOHKOIO, 3 [KaluieTH, BKPUTI 0GOI0HKOIO, 3 IHICIO pO3/1aMy 3 0J1HOro

U1iHICIO po3namy 3 0JIHOro GOKY. Ooky.

2 |Lnentudikauis Yac yrpumyBauHs niky napaueramony Ha [Yac yTpHMYBaHHS MiKY napaieraMmojy Ha XpoMarorpami
I apaneramon Xxpomarorpami  Bunpobysanoro  posuuHy [BUNpoOyBaHOrO po3uMHY BIANOBIAAC HACy YTPUMYBaHHS
ibput. ®apm., BEPX, App. Il [Bianosizac  uwacy  yTpHMmyBaHHS niky [miky napaueraMony Ha XpoMarorpami CTaHJIapTHOro

napaleramosy Ha XpoMarorpaMi [PO34MHY, SK OTPHMAHO MPH KilbKICHOMY BH3HA4YCHHI.

CTAHIAPTHOIO PO3UMHY, SK OTPUMAHO TIpH
KINbKICHOMY BH3HauCHHI.

ABO
YO Y@  cnekrp  sunpofyBaHoro  posuMHy
Bianosinac Y®  chextpy cramapTHoOro
034YHHY.
Xopenipaminy manear Yac yrpumysanHa niky Xiopdenipaminy [Hac yrpumysanus miky Xxaopdenipaminy maneary va
bput. ®apm., BEPX, App. Il fmazeary ma xpomarorpami sunpofysaHoro [xpomarorpaMi BunpoOyBaHOro po3uMHy Bianosiaae
D [PO34HHY [OBHHEH BIIANOBIAATH AHAIOrIYHIA [AHAMOrivHiIA BeIMYHHI HA XpOMaTOrpaMi CTaHJapPTHOIO

BE/IMUMHI  HA  XPOMATOrpami CTAHJAPTHOIO [PO3YHHY, AK OTPUMAHO NMPH KibLKICHOMY BH3HAYEHHI.
[PO34HMHY, HAK OTPHMaHO [IpH KijibKiCHOMY

BU3HAYCHHI.
LleTupusnny rizpoxaopui Yac  yrpumyBanHs  niky  uerHpusuny [Jac yTpuMyBaHHS NiKY UESTHPHIMHY TiApPOXIOpHIY HA
bpur. ®apm., BEPX, App. 1l |rizpoxnopuiy Ha XpoMmarorpaMi [xpomarorpami BHIIpoGYBAHOrO pO3uHHY  BiaAnNosizac
D BUNpoOyBaHOTO PO34HHY NOBHHCH [@HAOTIYHIA BEIMYMHI Ha XpoMaTorpami CTamlapTHOIo
BUINOBIIATH  aHANOriyHii  BeAWuMHI  HA  [PO3UMHY, SK OTPUMAHO [PH KiNLKICHOMY BH3HAYEHH].

XpomaTorpaMi  CTaHJapTHOrO PO3UHMHY, AK
(OTPHMAHO NPH KIJILKICHOMY BH3HA4YeHHI.

Jlekcrpomeropdany Yac yrpumysauna niky Jaekcrpomeroptany [Yac YTPUMYBaHHH niky JekcTpomeropany
rizpoGpomi rizpobpominy Ha Xpomarorpami [riapoOpoMiny Ha  Xpomartorpami  BunpoOysaHoro
Bput. ®apm., BEPX, App. Il [BunpoGysanoro PO34YHHY MOBHHCH [PO3YMHY  BIANOBLAAEC  aHAIOriYHIA  BEJMYMHI  Ha
D BUINOBIIATH  aualoOrivymiii  BeIWMUYMHI  HAa [XpoMmarorpaMi CTawIapTHOrO PO3YMHY, K OTPHMAHO

XpOMaTOrpami CTAHAAPTHOIO POIMMHY, SK [[IPH KiALKICHOMY BH3HAYCHHI.
OTPHMaHO NPH KiJILKICHOMY BU3HaYeHHI.

Merunnapaben Yac yrpumyBanns niky merwanapabeny ta [Hac  yTpHMyBaHHS niky  merunnapaGeny  Ta
[Iponinanapaben nponianapaGeny Ha Xpomarorpami [mponizmapaleny Ha XpomarorpaMi BunpoOyBaHOTo
bpur. ®apm., BEPX, App. IIl [BunpoGysanoro po3UuuHy MOBMHEH [PO34YMHY  BiAnosizac auaﬂoril{uiﬁ BEJIMUMHI  Ha

BUINOBIIATH  aHAIONiYHIA  BeAMMMHI  Ha [XpoMarorpami cranjaapri , IK OTPHMAHO

IXpOMATOrpaMi CTAHJIAPTHOTO Po3uMHY (C), AK
OTPHMaHO IPH KiJIbKICHOMY BH3HAYMCHHI.

I'wrany miokcun CriocTepiracTbes JKOBTO-OpaHKene
XiMiYHMI aHani3 sabapsiicHus. |
AnanizoBano [epesipeno | E [rﬂfﬁﬁﬂmﬁwn it |
M’ |Cynin Ananbs M5 IMykew Tasia Im's o\ Ay
[Tocana Bukonasuuit npauiBuuk lMocana ACTYNHHUK KepiBHUKA Ilocana \:\ Y
i1y 3 KOHTPOJ110 SIKOCTi BiU1iJ1y 3 KOHTPOJ10 IKOCTi N
[innuc/Mara  VITionue/ 03/11/2021 innuc/lara  Vidionuc/ 03/11/2021 I'Il.:rmcfﬂa"r‘&\\’
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Ne TECT

CIHELIHOIKA LA

PE3YJBTATH

3 |Cepeans maca Karuier
bput. @apm., App. XI1 G

550,0 mr £ 5%

551,81 mr

4 JOnHOpLAHICTE J030BaHUX

[puiimansue yucno < 15

AV = 0,71 ana [MTapaueramony

OJIMHHLL AV = 4,16 nas Xnopdenipaminy maneary
Cap. ®apm., 2.9.40 AV = 4,00 qas LleTupusuny riJipoxJopHiy
(po3paxyHKOBO-BArOBHH AV = 3,47 nna Jlekcrpomerophany riapodpomiiy
MeTOo1)
5 |PosnagaHns He Ginsine 30 XBHIMH 01 xB. 33 cek.
Bpur. @apm., App. XI1I A
6 [PozumHeHH
Bput. ®apum., App. XII D,
BEPX)
[Tapaueramon IHe menie 75% (Q) nporsirom 45 xs 101,59%
Xnophenipaminy Manear He menme 75% (Q) nporsarom 45 xs 100,72%
LleTUPH3HHY TiAPOXIOPHIL He mene 75% (Q) nporsarom 45 xs 102,60%
Jlekerpomeropihany He menime 75% (Q) nporarom 45 xs 97,22%
rijipoGpomi

7 |CynyTi 1oMiliku

Bpur. ®apm., App. I11 D,
BEPX)

Byb-sika iHia jomilmka
4-aminoenon
4-x0palleTaHini

He Ginbie 0,25%
ne Ginsue 0,1%
He Oiapuie 0,005%

1) 0,030% 2) 0,005%
He pusiziieno
He suasieno

8 [KinbkicHe BU3HAYCHHA

Ha momenT Buitycky  [Ha MOMEHT 3akiHUeHHA
TCPMiHY [PHIATHOCTI

Ha mMomeHT Bumycky

[Tapaueramonn

L;pm Dapm., App. 11 D, Y®
6o Bpur. ®apm., App. 111 D,
BEPX

308,75 - 341,25 mr 2925 -357.5 mr
(B IepepaxyHKy Ha B [IEPEPAXYHKY Ha
icepeIHIO Macy KaIuieT)cepe/iHio Macy Karier)

330,46 mr
B [lepepaxyHKy Ha CePEe/IHIO Macy Karuier

X nopdenipaminy manear
Bput. @apm., App. II1 D,
BEPX

1,9-2,1 mr 1,8 -2,2mr
B NepepaxyHKy Ha (B nepepaxyHky Ha
cepeIHIO Macy KarjieT)|cepe/IHio Macy Kaner)

1,97 mr
B [IepepaxyHKy Ha Cepe/IHIO MACy Karuier

LleTHpH3HHY IipOXIopHL
Ibpur. dapwm., App. 111 D,
BEPX

9,5 — 10,5 mr 9,0 = 11,0 mr
(B nepepaxyHky Ha t‘a nepepaxyHky Ha
cepejIHIO Macy KaruleT)lcepe/Hio Macy Karuier)

10,11 mr
B riepepaxyHKy Ha CEPE/IHIO Macy Karier

Jlekcrpometopdany
rigpoGpomia

Bpurt. dapm., App. 111 D,
BEPX

14,25 - 15,75 mr 13,5-16,5 mr
(B nepepaxyHky Ha (B MepepaxyHky Ha
ICePE/IHIO Macy KallieT)|cepe/HIo Macy Karuier)

14,66 Mr
B [1EpPEpPaxyHKy Ha CEpPe/HIO Macy Karer

Meruanapaben
Bpur. ®apm., App. II1 D,
IBEPX

0.9-1,1 mr 0,8-1,2wmr
B riepepaxyHky Ha (B TiepepaxyHKy Ha
Cepe/IHIO Macy Karlier)cepe/iHio Macy Karuier)

1,03 mr
B ncpcpaxyu KY Ha CCpC/iHIO Macy KarvieT

I1ponizanapaben
Bpur. ®apm., App. 111 D,
BEPX

0,225 - 0,275 mr 0,2 -0,3 mMr
(B nepepaxyHky Ha B [IEpepaxyHKy Ha
Cepe/IHIO Macy KaruieT)jcepe/iHio Macy Karuier)

0,25 mr
B MIepepaxyHKy Ha CepeiHIO Macy Karuer

9 [Mikpobionoriyna uncrora:
Cep. ®apm., 2.6.12, 2.6.13,
5.1.4)

Baranbue uucao aepobuux  |He Ginswe 10° KYO/r 30 KYO/r
mikpooprasismis (TAMC)

Baraibhe uneio apikaxosux [He Ginpwe 102 KYO/r Bincyrui
i usinesux rpubis (TYMC)

Escherichia coli Bincyrhicte B 1 1 BiacytHi

KoMeHTapi: cepis BINOBIAE HAIEAKHMM cTanapTav akocti sriano 3 BHYTPIIIHBOIO cneundikanicio Ne MP/SPEC/TB/0228/08.

'Vsonu 36epiranus: 36epirati npu Temneparypi te suue 25°C B opurinansHii )’[IaKDB[[i Y HEJIOCTYTTHOMY Jus JIiTei micui.

\GMP».

BKJIIOYAIOUH  YTIAKOBKY/MapKyBaHH,

Ceprugikauis: «Llum 3acsinuyio, wo HasejaeHa Buule iHQOpMALis € cnpaBxHb0I0 | Tounolo. Lls cepis npoaykry Gy:ia BHroTOBICHA.
i KOHTPOJIb SKOCTI NPOBEACHHMA HA BHUIC3A3HAYCHOMY BUPOOHMYOMY Mai1aHuyMKy B MNOBHI#
pizoBinHoCTi 3 BUMoramMu GMP MiclieBUX peryasTopHUX opraHis Ta 3riino 3i cneun(ikauisMu, BKa3aHHMK Y PCECTPALLIHHOMY [TOCBIAMCHH]
llikapchkoro 3acoBy KpaiHmu-iMrioprepa. BupoGHMITBO, yniakoBKka Ta anaii3 ¢epil neperianyTo Ta 3aTBEP/UKCHO HA BI/UNOBUIHICTL BUMOraM

IAnanituk: AY, AS, SP, UP, mikponporokon Bija 29/10/2021

=
= Varoawe

AmnanizoBaHo Ilepesipeno
M’ k:yum Ananbs Im’s Mykew Tasn IM’s /,7 > Uhiax ity
OHAE locana 3acTynHUK KepiBHHKA [Tocana /x & Mepmmm Biaais
B 3 KOHTPOIO AKOCTI habesnesenus i
Mianue/Mara  Yilionue/ 03/11/2021 rluumc[1 f}amﬁﬁwm}ﬂ! 2@2}\]
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Manufacturing Country: INDIA
Importing Country: UKRAINE

é&Q <z~<>

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
Product name MILISTAN MULTISYMPTOMIC, caplets Lot No. MMO094
film coated
Active ingredient and amount | Paracetamol -325mg Mfg. Date 09/2021
per unit dose Chlorpheniramine maleate -2 mg
Cetirizine Hydrochloride-—---—--—-——--—-10 mg
Dextromethorphan hydrobromide --15 mg
Dosage form Film Coated Caplets Exp. Date 08/2024
Package size and type 12 caplets in 1 blister, 1 blister in a pack with | Sampling Date 28/10/2021
Package Insert.
Batch No. MMO0S4 Analysis Date 28/10/2021 -
Batch Size 59167 Packs of N12 Release Date 03/11/2021
QC Appr. No. FP/22/0723 Pharmacopoeial | INHOUSE
Ref.
Manufacturing authorisation | G/25/1663, G/28/1182, GMP Certificate | OGYEI/ 248-7 / 2019
on form 26 from 23/03/2019
Company Name Mepro Pharmaceuticals Private Limited Address Unit I1,Q-Road, Phase IV, GIDC,
Wadhwan, Surendranagar,
Guijarat, 363035, India
No. Name of Index Allowable rates Results
1 Description White or almost white, oval, biconvex caplets, film White or almost white, oval, biconvex caplets, film
(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
BP, HPLC App.llID to that of the standard preparation as obtained in the to that of the standard preparation as obtained in the
assay. assay.
OR
uv UV spectrum of test solution for assay coincides with
UV spectrum of standard solution.
Chlorpheniramine maleate | The retention time of Chiorpheniramine maleate peak | The retention time of Chlorpheniramine maleate peak
BP, HPLC App.IIID 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.
Cetirizine hydrochloride The retention time of Cetirizine hydrochloride peak in The retention time of Cetirizine hydrochloride peak in
BP, HPLC App.IlIID the chromatogram of the assay preparation should 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 Dextromethorphan
hydrobromide hydrobromide peak in the chromatogram of the assay | hydrobromide peak in the chromatogram of the assay
BP, HPLC,App.lIID 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
BP, HPLC App.llID the test solution should correspond to retention times | the test solution correspond to retention times of
of Methylparaben and Propylparaben main peaks in Methylparaben and Propylparaben main peaks in the
the chromatogram of the standard solution (c) as chromatogram of the standard solution (c) as
obtained in the assay. obtained in the assay.
Titanium Dioxide A yellow orange colour is observed. A yellow orange colour i o
chemical ceut;
Analysed by Checked by y/4 ve >
Name Sunil Adalja Name Mukesh Tayade Name i k K
Position Q.C. Executive Position Q.C. Asst. Manager Position : 1I rye
Sign/Date o7 Sign/Date ’_’1 )\ =3
<_’.9_na,\u\1\ N 0311202l
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JAEPXIIIKCIIY2KBA
AEPKABHA CJIYVIKBA 3 TIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIA OBJIACTI

npocriekT Banepis JlobanoBcekoro, 51, M. Kuig, 03110, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €EJ[PTIOV 37078774

BHCHOBOK
Nnpo AKiCTh BBe3eHOro B YKpaiHy JiKapcbKOro 3acoby

14.10.2022 Ne 37587/22/10

MLJIICTAH MYJbTACHUMITOMHUNA

(naliMeHyBaHHA JTKAPCHKOro 3aco0y 3rijHO 3 peecTpaliiHAM NOCBIAMEHHAM )
KaIIeTH, BKPHTI 000,10HK0K0; 0 12 kanjer y 6uaicTepi; mo 1 6aicTepy y kapToHHIiN KopoOui

(popma BuNyCcKy, NO3YBAHHA, BHJ NAaKyBaHHA JiKapchkKoro 3acedy)

Howmep peecrpaniiinoro noceiggenns UA/6458/01/01 crpok nii peectpaniiinoro nocsixuenns 01.01.2099

Cepis nikapceroro 3acoby Ne MM (094 KinmekicTe BBe3eHOTO Nikapeskoro 3acoby 1680
Bupo6auk Menpo PapmacwroTakainc IIpisat Jlimiten, Inmis
(naliMenyBanns BApoOHHKA iKapchKOro 3acoly, KpaiHa MOXOKEHHA)
BeeseHo B Ykpainy ToBapucTBO 3 06MexkeHoI0 BinnoBinaabHicTIo "BenTa JIT", inenr.
xon: 21947206

(naifimenyeanns Ta kox 3a CJIPTIOY ropaaunusoi ocobu abo npizeume, iM's, no 6arekosi pizsHaHOL
ocobu - mignpHeMns, Ti Micie NPOKHBAHHA Ta peecTpalliiinuii HoMep 00MIKOBOT KAPTKH ILIATHHKA
nopaarkis abo cepis Ta HOMep nacnopra)

Iporoxox Bisyansnoro xonrpouxo eix 19.09.2022 Ne 2336/2.
Jla6GopaTopHuii aHaniz AKOCTI JHKApCEKOro 3acoby 3pificHeHHil:
TOB "Texuona6" (M.JIbBiB, Bya. Jlanuna Anocroa, 2)
(HaliMeHYyBaHHA Ta MicHesHaxo/pxeHHA Naboparopii, Mo nposena naboparopHuii aHAN3 AKOCTI)

BHCHOBOK IIOJI0 AKOCTI Jlikapcekoro 3acoby, Bananmii naboparopiero sig 24.02.2022 Ne 0252

Pesynsratu naGoparopHoro amanizy SKocTi Jikapcekoro 3acofy 3a mepesipenwmu mokasnukamu BiJIIOBiZawThH
BHMOT2M METO/IB KOHTPOMIO SKOCTI (aHAITHYHO-HOPMATHBHOI JIOKyMEHTAi1).

3a pesyneTaraMH JICP)KABHOTO KOHTPOJNIO BCTAHOBJIEHO, IO JIKApCEKHH 3aci6 BBezeHo B Ykpainy 3

AOTPHMMAHHSAM BAMOT 3aKOHOJIABCTBA OO 3abe3nedenns AKOCT] JIKapChKUX 3acobiB.
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