Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product Cetrine film coated tablets, 10 mg o
Mpoaykr LeTpuH® TabneTky, MOKpEIThIE TNEHOUHOM 060110uK0i. 10 MT
Batch No / B2202616 Batch Quantity / : 687.600 KG/ -
|Cepus Ne B - O6Bem maptTHu 687,600 K"
Analytical Report No / 2002FP22001796 Date of Analysis / 03-09-2022 -
AHanuTR4eckui oTyer Ne JdaTta anajinza
Date of Manufacture / 08/2022 Date of Expiry / 07/2025
JaTa npoU3BOACTBA . Tomen j10

Analysis performed according ND / Anaauns nposeaen mo HI: TT N013283/01-160919 (amend Ne 1 from

12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 o1 07.10.2021)

| Ne

[ Test / IokazaTean
i —

1 Description / Onucanve

Result / PesyabTaTthl

Specification / Hopma |

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrisle
BOSKOBELITYKNble TabNETKW, TOKPbITLIE
reHowHoll obolnoukoti Genoro 1Bera, ¢

puckoii Ha  omHoii  cropoHe. Ha
nornepeynoMm pazpeze — sAiapo OGenoro
BETA.

White or off white coloured, round,|
biconvex film coated tablet with ar
breakline on one side. White to off
white core on a cross section. /
Kpyrible ABOSKOBBITYKIBIE TaOlIeTKH,
TOKPBITEIE  TUICHOYHON  o6omoukoit
6enoro MM Modtd Genoro LBeTa, C
puckoii Ha ofHOW cropoHe. Ha
TIOTIEPEYHOM paspese — AApo OT Genoro
110 MouTH OeNIoro LBETA.

2 Identification by HPLC/
[Tognuunocts

Complies as prescribed /
CooTBeTcTBYET

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 Asséy). /

Bpemss ymepXuBaHWS OCHOBHOIO
Ka Ha XpomMarorpamme
UCIBITYEMOIO  PacTBOpa  IOJXKHO
COOTBETCTBOBATH BpEMEHU
yIep>XMBaHWS OCHOBHOTO THKa Ha

XpoMaTorpaMmme pacTBopa
[cranpaptHoro obpasua LeTHpH3NHA
[rHapoxopuaa (pazmen
«KonnuecTBeHHOE ONpEeieNeHUeR).

e

Average weight / Cpennss
Macca

1902 mg / 190,2 mr

i191.o mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (ot 185,3 Mr mo
196.,7 Mmr)

4 Water / Bona

3.2% wiw [ 3,2%

Not more than 8.0% w/w /
He 6onee 8,0 %

5 Uniformity of dosage units
OJIHOPOAHOCTH
MO3NPOBAHHS

45/45

The a'cceptance value (AV) should be
less than or equal to 15.0 /
[TokasaTenb NpuemMneMocT (AV)
imomkeH ObITH He 6omee 15,0.

Remarks : The Product confirms to ND/
TMpumeyanne: [TpoayKkT cooTBeTcTBYET Tpebopaunam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHU®URKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg

MponyxT [eTprn® TabreTku, TOKPLITLIE MIEHOUHOH 060J10uKo#, 10 MT

Batch No / B2202616 Batch Quantity / 1 687.600 KG/
Cepus Ne - Ob6nbem mapTum 687,600 KT
Analytical Report No / 2002FP22001796 Date of Analysis / 03-09-2022
| AHaauTHueckKHil oTyeT Ne Jarta anajausa

Date of Manufacture / 08/2022 Date of Expiry / 07/2025
JaTa mpoM3BOACTBA Iogen o

Analysis performed according ND / Asaaus nposegen o HJ: TT N013283/01-160919 (amend Ne 1 from
| 12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021)

Specification / Hopma

g) Any unspecified impurity

Jlrobas emHUYHASA
HewIeHTH QUL POBAHH
At TIPUMECH

h) Total impurities / Cymma
npumecei

0.08% / 0,08%

0.1% / 0,1%

Jig | Test / MokasaTtean Result / Pe3ynbTaThl
6 Dissolution / PactBopenue 101%, 100%, 100%, 101%, 100%, 100%| Not less than 80% (Q) of the
labeled amount of
CyH,5CIN,O4-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) or
|| HOMHWHAJILHOTO coepkanus
C, HysCIN,O5-2HCI (uetupusuna
nuruapoxaopui) uepes 30 MuH.
7 Impurities by HPLC/
PojcTBEHHBIE TIPUMECH a) Not more than 0.2 % / He 6Gonee 0,2
LIeTHPU3NHA %
a) Impurity A / Not detected / He obnapyxxeHa b) Not more than 0.2 % / He Gonee 0,2
nprumecsh A %
. Less than LOQ (LOQ=0.010%
b) Impurity B / QLOQ ) c) Not more than 0.2 % / He Gonee 0,2
npuMech B %
c) Impurity C/ Not detected / He oGHapyxkera
npumechd C d) Not more than 0.2 % / He 6onee 0,2
%
TR Not detected / He o6napyxena
npuMeck D e) Not more than 0.2 % / ne Gonee 0,2
0,
e) Impurity E / b T &
.02% /0,
NPHMCCHE ’ f) Not more than 0.2 % / ne 6onee 0,2
f) Impurity F / Less than Limit of detection %
npumecs F (LOD=0.015%)

g) Not more than 0.2% /
He 6omee 0,2%

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

Remarks : The Product confirms to ND/
Ipumeuanne: TTpoaykT cooTBETCTBYET TpeOoBaHUsM HJI

Conclusion : APPROVED /
3akJouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHATHU3A

Product Cetrine film coated tablets, 10 mg

MpoaykT [TerprH® TabneTkn. MOKPHITHIE MIeHOYHOH 060n04koi, 10 Mr B .
Batch No / B2202616 Batch Quantity / : 687.600KG/

Cepust Ne - _ |Obbem mapTuH 687,600KI"

Analytical Report No / 2002FP22001796 Date of Analysis / : 03-09-2022
AHaauTHYecknii oruer Ne JaTta anaausa

Date of Manufacture / 08/2022 Date of Expiry / 07/2025

Jata npon3BoaCTBA Tonen fo i

Analysis performed according ND / Anasns nposeaen no HI: TI N013283/01-160919 (amend Ne 1 from

12.05.2020 / w3M. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

Result / PesyabTaThl

Ne Test / [TokazaTean

8 Microbial limits /
Mukpobuonornyeckas
YACTOTA

a) Total aerobic microbial
count / OGuiee 4ucno
| a’pOOHBIX MHKPOOPTaHU3MOB

b) Total combined yeasts and
mould count / Obuiee uncio
TPOOKEBBIX U TUTECHEBBIX
rpruboB

¢) E. coli

Less than 10 CFU/g /
Menee 10 KOE/r

Less than 10 CFU/g/
Meree 10 KOE/r

Absent in 1g / OtcyTcTBYET B IT

Specification / Hopma

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OTcyrcreue B 1
r

9 Assay / KonniecTBeHHOE
orpeneneHne

9.85mg/ 9,85 mr

Each film coated tablet contains not
less than 9.0 mg and not more than 11.0
mg  CyHysCIN,O;3-2HCI  (cetirizing|
dihydrochloride) per tablet / Ot 9,0 mr

\Io 1 1,0 MT C21H25C1N203‘2HC]
(UeTUpU3MHA  AUCMAPOXIOPHL) B
rabneTke.

10 tablets in PVC/aluminum blister.

2 blisters and patient information leaflet in
a carton. / ITo 10 Tabnerox B
[MBX/anmomunuerom 6nuctepe. [To

2 GrrcTepa BMECTE ¢ MHCTPYKLUEH 10
NMPUMEHEHNIO YTTaKOBAHEBI B ITAUKY
KapTOHHYIO.

10 tablets in PV C/aluminum blister. 2
or 3 blisters and patient information
leaflet in a carton. "In bulk" package:
10 blisters in a carton. 252 cartons in
master carton.

/ TTo 10 Tabnetok B
[IBX/anromunneBom onuctepe. 1o 2
unu 3 6nuctepa BMECTe C
WHCTPYKIHEH 110 TTPUMEHEHUTO
YIIAKOBAHBI B TTAYKy KapPTOHHYIO.
Vmakoska  "in-bulk": Ilo 10
GIMCTEPOB TOMELIAIOT B KAPTOHHYFO
kopobky. Ilo 252 kapToHHbIE
KOpOOKH TOMENAIOT B KapTOHHBIH

KopoO.

10 Package / YnakoBka

11 Labeling / Mapkuposka

12 Storage conditions / R
[Xpanenne

13 | Shelf life / Cpok rogHocti

3 years / 3 ro,ua_

According to ND / B cOOTBETCTEHH ¢ HI

At temperature below 25 °C. / Tlpy Temrep

aType He Bhbie 25 °C.

Remarks : The Product confirms to ND/
IIpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBaHMAM HJI

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 4

Printed Date & Time (IST):

07-09-2022 08:47:55



Uncontrolled Copy
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