CERTIFICATE OF ANALYSIS

" CEPTHOUKAT AHAJIH3A

Product  : Cetrine film coated tablets, 10 m,

Hpoavwy ¢ Horpmm® 1adre ki, HOKPLIIEIC MACHOMHOH ourod, [0me

Batch No/ B2301641 'Bateh Quantity / s 687.600KG/ T T
Cepug Ne _ o Ofbem napran 687.600

Analytical Report No/ 2002FP23001333 Date of Analysis / + 19-05-2023
AuagaTnyecknii oTuer Ne o ilava ana/msa

Date of Manufacture / ¢ 052023 Date of Expiry / 04/2026

| Jarta npom3poacTaa L __|Fopen 1o

No | Test/ Noxasarens

1 Description / Ormcaeme

> |ldentification by HPLC/
[ loaamMHHOCTE

3 Averagé weight / Cpon,awm‘
Ivacca

N

Analysis performed according ND/ Anamas TIPOBELCH |
| 12.05.2020 / wam. Ne | or 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. No 2 01 07.10.2021)

Result / PesvabTaTnt

~ “|White coloured, round, biconvex film!White or off white coloured, round,
coated tablet with a breakline on one side. biconvex f{ilm coated tablet with a
White core on a cross section. / Kpyrasie hreakline on one side. White to off-
inposKoBBIyKNEIC TaBneTKM, NOKpwIThIC White core on a cross section. /|
reHoMHOH oBonoukoit Geiaoro usera, ¢'Kpyribie TBOAKOBRIMYKNEIC TAONCTIH,
Ha noxpeirsie

pHCKOH  HA  OQHOH  CTOPOHC.

LBETA.

Complies as prescribed /
CooTBEICTBYET

' 187.1mg /187,01 mr

4 | Water/Boma T 2.5% wiw/ 2,5% Not more than 8.0% wiw /
I _ R B He Gonee 8,0% B o
5 Uniformity of dosage units | 4.4 /4,4 The acceptance value {AV) should be
OxHopoaHOCTE { less than or equal to 15.0 /
IO3HMPOBAHMA Tloxazatens mpuemiaemoctu (AV)

[

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Remarks : The Product confirms to ND/
fpumedanue; [Ipoavir cooTBeTCTBYET TpeboBarumM HIl

Page 1 of 4

Printed Date & Time (IST):

10 HI; TI NO13283/01-160919 (amend Ne 1 from

nonepednoM paspesc — smpo  Gemoro

— [ Conclusion : APPROVED / _
__| 3akmouenue: OJOBPEHO

Specification / Hopma

IMEHOYHOM  0bonouxoi
Semoro wmy nouTd Oenore ugera, ©
prckoH  HAa  Oo7HOM  cTopome. Ha
MOTIEPEYHOM paspese — Sapo ot benoro:
1o TiouTH Benoro useTa B
The retention time of the main peak
in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard
solution (section Assay). /

BpeMs yIEpAHMBaHWS OCHOBHOTO
(mxa HA XPOMATOTPaMME
MCIILITYEMOTO  PACTBOPA  JIOJKHO
COOTBETCTBOBATE BPCMCHH
WICDXKHMBAHWA OCHOBHOIO ITMKA Ha
KPOMATOrpPaMME pacTeopa
CTAaHAAPTHOTO 00pasua LeTHPHIKHA
rUOPOXIIOPUIE (paszen
«KOIMIECTREHHOE ONPEAENCHHED ),
191.0 mg + 3.0% (185.3 mg-196.7 mg) |
191,0 mr £ 3,0% (o7 1853 Mr no
196.7 mr)

momxeH 6eTh HE Bonee 15,0,

]

24-05-2023 21:34:14



CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

;I’li;{if;gt . Cetrine blets, (0 mg

Hponyxr Lem TafACTRI. TIOKILTHIC TIICHOHON 0Gom0 Ko, 10 »

‘BatchNo/  : B2301 “TBau h Quanl;ty/ 87.600 KG / -
Cepusi No o o loGvemmaprue 687600 K

[Analytical Report No / : 2002FP23001333 Date of Analysis/ 19-05-2023
Au‘vmm%c:\mx oruerT Ne o |peveawamsa i e
Ihu of Manufacture / ¢ 0572023 Date of Expiry / 04/2026

’LL 1 HPOWIBOACTEA

Ponen 1o

Analysis performed according g ND / AHasins npoBeeH 1o 1o HL: : TI NO13283/01-160919 (amend Ne 1 from
! 12.05.2020 / pam. No 1 ot 12.05,2020, amend No 2 from 07.10. 2021 / m3m. Ne 2 07 07.10.2021)

.\'f‘_ | Test / Nokazaress

Dlssoiutlcn / Pacmopex—me

(=)

Result/PesvnmarblA .
6%, 98, 8%, , 9576, B8°

7 Impur?t"igs E;yT-IPLC/ _ o
PoacTeenHbIe NPIMECH
LETHPH3HHA
ia) Impurity A/ Not detected / He obnapyxewa
| jpuMech A
\ I 0, 9
: b) Impurity B/ 0.01%/0,01%
) ripravecs B
B c) Impurity C/ 0.02% / 0,02%
L nprvech C
d) Impurity D/ Naot detecled / He obnapyxena
nprvecs D
;_' e) h-npurity E/ 002% / 0,02%
? npumecs E |
f) Impurity F / Less than Limit of Detection (LOD =
mprmMech F 0.015%) / Hyoxe npenena oOHapyxesms
, . . (I1O =0,015%)
g) Any unspecified impurity
;" Jirobasg enurminas
‘HCHILGHWI‘I)KLIPEPOB&HH 0.08% /0,08%
{as nprMech
h) Total impurities / Cymma  [0-2%/0,2%
mpuMeceH
Remarks : Tﬁgi’roduct—c-znﬁrrﬁ;—?a N |
Mpumeuanue; [poxywir cootsetcTsyer Tpebosanmmv HIA

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 4

Printed Date & Time (IST):

Conclusion : APPROVED /
Jaxmouvenne: OA0OBPEHO

1Spec1fic:|tmnf Hopma "

Not less than 80% (Q} “of the
iabeled amount of
iCy H,,CIN,Oy- 2HC (cctirizine
dihydrochloride) is dissolved in 30

minutes /
% (Q) or

He wmenee 80
ConepKaHMsI

|HOMMHATEHOTO
C21H25C]N203'2HC] (HGTP‘IPPGPEHE!
mprugposuopu) yepes 30 mum.

2) Not more than 0.2 % / ue Gonee 0,2
Yo

b) Not more than 0.2 % / ue 6onee 0,2
%

c) Not more than 0.2 % / ne Bonee 0,2
| %

ld) Not more than 0.2 % / sie Gosee 0,2
%%

e} Not more than 0.2 % / ue Gonee 0,2
%

f) Not more than 0.2 % / re 6onee 0,2
%

g) Not more than 0.2% /
‘He 6onee 0,2%
|

h) Not more than 2.0% /
tHe Gonee 2,0%
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COl

CEPTH!IIUICAT \HA.HH 3 \

Produet "7t Cetrine filin coated tah ,10m
Hpu e G i P R 00 PRI TIOKPBECLEK :;__5 Hb_j;_____'_m‘__lzf__}“"'“ woukoii 10 wr S
Batch No/ ;o B2I0Io41 Bateh Quantity . : 687.600 KG /
Cepng Ne . O0nem waprim 687.600 KT
\fialytimlR;puu{w! 1 2002FP23001335 IDate of Analysis / : [9-05-2023
|[Anangrogeckniiotwey Ne 0 Jlamaamammsa N
'Date of Manufactare / : 0572023 Date of Expiry / : 04/2026
Mlara npou3BoacTsa ) Pogenxme
Analysis performed according ND / Anans nposexcas o HJ[: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. Ne 1 or 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 o7 07.10.2021)

Ne ~ [Test / Iloxasarens | Result/ Pesysrarnt  Specification / Hopma -
8 Microbial limits /
Muxpobronorrueckas
4MCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obmree yuemo Meuee 10 KOE/r He 6onee 1000 KOE/r
a5pOBHBIX MUKPOOPIaHIHIMOEB
Not more than 100 CFU/g /

b) Total combined yeasts and [Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / Obmee umcno  Menee 10 KOE/r
IPOMCOKEBBIX M IUTECHEBX

mg C21H25CIN203'2HC1
dihydrochloride) per tablet /

wip 3 Grucrepa BMecTe ¢

0o 1 1,0 M Cg;stClNgongC[
(UeTHpPHBHHE  AHCHAPOXIIOPUN) B

Tabnerxe.

10 Package / Yaxosxa 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2|
2 blisters and patient information leaflet in jor 3 blisters and patient information
a carton. / Ilo 10 rabierox B leaflet in a carton. "In bulk" package:
[[IB3X/amomuemeson Onucrepe. [lo 10 blisters in a carton. 252 cartons in
' 2 BiucTepa BMECTE ¢ MHCTPYKLMEH 0 [master carton.
[PHEMEHCHUIO YIAKOBAHBL B NaYKy / Tlo 10 rabnerox B
KAPTOHHYEO, [IBX/amoMuauesom bnucrepe. Tlo 2

HHCTPYKIEH 10 IIPHUMEHEHMIO
Iyr[aKOBaHLI B IIa4KY KAPTOHHYO,

} Ymakoska  "in-bulk":  [lo 10
OIHCTEPOB NOMEIIAIOT B KAPTOHHY 0
xopobxy. [lo 252 xaproHmBIC
KOpOOKH TIOMEMIAIOT B KAPTOHHBIM

pHbOB Shall be absent in 1g / OrcyrcTeue 5 |
Absent in 1g / OrcyTereyet B Ir r
__}Ecoi: I N B o
0 Assay / Konmmaccrsesnoe 9.96 mg / 9,96 mr Each film coated tablet contains noi
OTIpE/JE. TCHUE less than 9.0 mg and not more than 11.0

(cetirizine
OT1 9,0 ™

I SE—— M D ... _lxopob. o
111 Labeling / Mapxuposra According to ND / B cooreercrsunm ¢ HJ]
12 [Storage conditions / At temperature below 25 “C. /1 Tpu T;Maz_e_f)aﬁpc we pmimie 25°C.
XpaHeHKe
13 | Shelflife / Cpox I‘OI.[HOCTH 3 years / 3 roma B ) |
“Remarks : The Product confirms to ND/ o "7 | Conclusion : APPROVED /
i Ipumeuanme: [IpoxyxT coorserctsyer Tpebosanusam HIL 3axmouenne: OJOBPEHO
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