Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHANN3A

Product : Cetrine film-coated tablets 10 mg

1posykr: Herpun, Tabnetki, NOKPhITHIE NaeHo4HOA 060/10uK0I, 10 mr
Y ]

Batch No / B2303376 Baich Quantity / : 955.000 KG/
Cepus Ne Obbem cepuu 955,000 KI'
Analytical Report No / 2002FP23002361 Date of Analysis / 13-10-2023
Ananurudeckuii oryet No JlaTa ananu3a

Date of Manufacturc / 09/2023 Date of Expiry / 08/2026
Jlata npou3BOACTBRA Tonex Ao

T11N013283/01 or 13.07.2023

Analysis performed according ND / Ananns nposeaex no HI: TTN013283/01 dt 13.07.2023 /

Ne Test / Ilokazarenb

Result / PezyabTaTnl

Specification / Hopma

1 [ Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriisie OBOSKOBBITYKIIbIE
TabJIeTKH, TTIOKPBIThIE TUIEHOYHOM
06onouxoli 6esoro ueTa, ¢ PUCKoi
Ha oaHOM cTopoHe. Ha nonepeuHom
paspese sapo Genoro upera.

White or off-white colored, round, biconvex
film-coated tablets with a break line on one
side. White to off-white core on cross
section. / Kpymible IBOSKOBBITYKIbIE
TabNeTKH, MOKPBITHIE IUIEHOYHOMN
000a0uKkoH Oenoro uav  noytn  Oenoro
uBeTa, ¢ PUCKOM Ha OAHOM cropone. Ha
nonepe4HoM paspese aApo ot Gesnoro Ao
noutu 6esoro uUBeTa.

Remarks : The Product confirms to ND/

IIpnmeuanue: [lponykT cooTBeTcTBYeT TpeboBanusaM HJ{

Conclusion ;: APPROVED /
3akmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIN3A

Iponykr: LlerpuH, TabneTkH, NOKPhITHIS

—Froduct - Cetrine film-coated tablets 10 mg

nieHo4YHo i obonoukou, 10 mr

Batch No / B2303376 Batch Quantity / : 955.000 KG /

Cepus Ne O6beM cepun 955,000 KI"

Analytical Report No / : 2002FP23002361 Date of Analysis / :13-10-2023

AHanuTu4deckuii otder No JlaTta ananusa

Date of Manufacture / 09/2023 Date of Expiry / : 08/2026
 lata npousBoacTea ToneH 10

I1N013283/01 ot 13.07.2023

Analysis performed according ND / Anaans nposeaen no HI[: TTN013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / Hoamunocts. LeTtupusun

1. HPLC/BOXX

Complies as prescribed /
CootBeTcTBYET TpebOBaHHAM

The retention time of the main peak in the
chromatogram of test solution should
comply with the retention time of the main
peak in the chromatogram of Cetirizine
Hydrochloride reference standard solution
(section "Assay"). / Bpems ypepxusanus
OCHOBHOrO MMKA HAa  Xpomarorpamme
UCTIBLITYEMOTrO pacrsopa JIOJDKHO
COOTBETCTBOBATh BPEMEHH  Y/ep:KUBAHHS
OCHOBHOTO IHMKa Ha  XpoMaTorpaMme
pactsopa CTaHAAPTHOIrO obpaszua
UETHPU3UHA rUAPOXJIOpHIA (paznen
«KonuaecTBeHHOE OTIpENEIeHHED ).

2. UV spectrophotometry /
Yd-cniekrpodoToMeTpus

Complies as prescribed /
CootBercTBYET TpeOOBAHUAM

The UV-spectrum of the test solution and
the Cetirizine Hydrochloride reference
standard solution in the range 200 nm to 400
nm should exhibit maxima absorbance at
about the same wavelengths with an allowed
variation of 2 nm. / VYd-cnekrps
MOrJIOLIEHMs] HMCNBITYEMOTO pacTBopa M
pacTBopa CTAHIAPTHOIO obpasua
NeTHpH3UHA THOPOXJopHAa B 00NacTd oOT
200 no 400 HM A0KHBI UMETb MAKCUMYMbl
NOT/IOUICHUSt TIPU OJHOW M TOW >X& [JIMHE
BOJIHLI C JONYCTHMBIM OTKJIOHEHHeM =+ 2
HM.

3 | Water / Boaa

32%ww/32%

Not more than 8.0 % / He 6osee 8,0 %

4 | Uniformity of dosage units /
OanopogHocTh
AO3MPOBAHHA

48/48

Acceptance value (AV) should be not more
than 15.0 / Ilokazaresb NPHEMIEMOCTH
(AV) momxken 6piTh He Gonee 15,0.

Remarks : The Product confirms to ND/

IIpamevanue: [IpoayKT COOTBETCTBYET

TpeboBanuaM HJI

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST): 14-10-2023 17:27:15




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
Mpoayicr: LleTpu, TabaeTKku, NOKPhITHIE NACHOYHOH 000N04KOH,

10 mr

Batch No / B2303376 Batch Quantity / : 955.000 KG /
| Cepua Ne O6beM cepun 955,000 KT

Analytical Report No / 2002FP23002361 Date of Analysis / 13-10-2023

Ananutuyeckuii otyeT No Jata ananu3a.

Date of Manufacturc / 09/2023 Datc of Expiry / 08/2026

Jara npousoacTea Tonex 10

I1N013283/01 or 13.07.2023

Analysis performed according ND / Ananus nposeaen no HJI: TTN013283/01 dt 13.07.2023 /

S | Dissolution / PacTrBopenue

Unit-1/ Ta6n.-1 98%
Unit-2 / Tabn.-2 99%
Unit-3 / Ta6n.-3 98%
Unit-4 / Tabn.-4 98%
Unit-5 / Tabn.-5 100%
Unit-6 / Tabn.-6 99%

Not less than 80% (Q) of the labeled amount
of  C,H,CIN,O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMMHANBLHOTO coaepKAHMS
C,1Hy5CIN,O5-2HCI (ueTupusnHa
auruapoxsopun) gepes 30 Mun.

6 |Related Impurities by HPLC/
PoxcrBennbie npuMecH

Impurity A / TIpumecs A

Impurity B / [1pumecs B

Impurity C/Tlpumecs C

Impurity D / ITpumecs D

Impurity E / [1pumecs E

Impurity F / TIpumecs F

Any individual unidentified
impurity / Jiobas enuuuuHas
HeUIeHTH(PUIUPOBAHHAS
pUMeCh

Less than Limit of Detection (LOD =
0.005%) / Hwxke nipenena
o6uapyxenns (I10 = 0,005%)

0.02% / 0,02%
Not detected / He obHapyxeHa
Not detected / He obHapyKeHa
0.04% / 0,04%

Less than Limit of Detection (LOD =
0.015%) / Huxe npeaena
obHapysxenus (TIO = 0,015%)
0.08% /0,08%

Not more than 0.2 % / He 6onee 0,2 %

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

Not more than 0.2 % / He 6oiee 0,2 %

Not more than 0.2 % / He 6onee 0,2 %

Not more than 0.2 % / He 6onee 0,2 %

Not more than 0.2 % / He 6onee 0,2 %

Not more than 0.2 % / He 6oiee 0,2 %

Total impurities /
Cymma npumeceit

0.2%/0,2%

Not more than 2.0 % / He 6onee 2,0 %

7 | Assay / KoangecrBennoe
olnpefe/icHHE

9.95mg /9,95 mr
99.5% /99,5%

Not less than 9.0 mg and not more than 11.0
mg C,H,5sCIN,O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Or 9,0 mr no 11,0 mr
C,,H,sCIN,O5-2HCI (uerTnpuszuna
nuragpoxnopun) B tabnerke (ot 90 % mo
110 % oT HOMHUHAJIEHOTO COEPIKAHUS).

Remarks : The Product confirms to ND/

IMpumeuanue: [1ponykT cooTBeTcTBYET TpeGoBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST):

14-10-2023 17:27:15




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
 Tlpoaykr: Llerpuu, TabneTkn, NOKPhIThie NIEHOYHON 000104KOH,

10 mr

Batch No / B2303376 Batch Quantity / : 955.000 KG/

| Cepus No OGbem cepun 955,000 KT' N
Analytical Report No / 2002FP23002361 Date of Analysis / 13-10-2023
Ananmurtryeckuii orgeT No Jlata aHanu3a _
Date of Manufacturc / 09/2023 Date of Expiry / 08/2026
Jara npon3BoACTBa T'oaen no

11N013283/01 or 13.07.2023

Analysis performed according ND / AHanus nposeaeH no HJI: TTN013283/01 dt 13.07.2023 /

8 | Subdivision of tablets / Complies as prescribed / The tablets comply with the test, if not more
OanopoaHocTh Mace pH CootBeTcTBYeT TpeOOBAHUAM than 1 individual mass is outside the limits
AeJICHUM Ta0JIeToK of 85 % to 115 % of the average mass. The

tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /
TabneTky COOTBETCTBYIOT —TpeGOBAHUAM,
ecin  He Oonmee 1 eauHuMunas  macca
OTKIIOHAETCA 3a Tpenensl 85 % - 115 % or
cpenHei MAaccBhl. Tabnerku He
COOTBETCTBYIOT TpeGoBaHUsM, ecnn Goee
uem | MHAMBHAYANIbHAS Macca OTKIOHAETCS
OT 3TWX  MpCHciIoB MM, ccam 1
WHAUBUAyaTbHas Macca OTKIOHJETCS 3a
npenenst 75 % - 125 % ot cpenueit Macchl.

9 [Microbiological purity* / Muxpo6uojornueckas 4icTora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O61iee ymcio He 6onee 1000 KOE/r
a’pO0HbIX MUKPOOPraHHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O6uiee 4mcno He 6onee 100 KOE/r
JIPOMOKEBBIX W MIECHEBbIX

rpu6os

¢c) Escherichia Coli Not Applicable Shell be absentin 1 g/

OtcyrctBue B 1 1

Remarks : The Product confirms to ND/
IIpumeyanue: [IponyKT COOTBETCTBYET TpeboBanusam HJ{

Conclusion : APPROVED /
3axaouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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of 6
Printed Date & Time (IST):

14-10-2023 17:27:15




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIHU3A

Product : Cetrine film-coated tablets 10 mg
[postyscr: Llerpun. TabaeTkn, NOKPHIThIC MICHOYHOH obonoukoit, 10 mr

Batch No / B2303376 Baich Quantity / © 955.000 KG/
Cepus Ne Obbem cepum 955,000 KI"
Analytical Report No / 2002FP23002361 Date of Analysis / 13-10-2023
| AHATUTHYECKUH OTYET Ne JlaTa ananu3a
Date of Manulacture / 09/2023 Datc of Expiry / 08/2026
| lata npou3BoAcTBa Tonen no

Analysis performed according ND / Ananus nposeaen no HJ: TTN013283/01 dt 13.07.2023 /
11N013283/01 or 13.07.2023

10

Packaging / Ynakoska

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / Ilo
10 Tabnerok B
TIBX/T1BIX//amoMUHIEBOM
6mmctepe. [lo 2 Gmucrepa BMecTe ¢
MHCTPYKUMEH M0  NPUMEHEHHUIO
YNAKOBAHbI B NAUKy KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
m a carton. / Tlo 10 Tabnerok B
TIBX/TIBJAX//antomunuesom Guucrepe. TTo
2 v 3 GnycTepa BMECTE ¢ MHCTPYKIIHEH 110
MPUMEHEHUIO  YNAKOBaHBI B IIAYKy
KapTOHHYIO.

11 | Labeling / Mapxunposka According to ND / B coorsercteumn ¢ HJT

12 | Storage conditions / At temperature below 25 °C. / TTpu Temneparype He biiue 25 °C.
Xpanenne

13 | Shelf lite / Cpox rognocrn 3 years /3 roaa

*Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / IIpogoounics npoussooumiesem npu einycrke nepuoouieciu. ons
Kkanicooti 20-0ii cepuu unu ne senee 1 pasa 6 200. Hoxkazamens modxcein boiins He 6xmiouen 6 Cepmudpuxam

aH@Iu3a HupmsL.

Remarks : The Product confirms to ND/
IIpumeuanne: [lpoaykr coorBeTcrByer TpeboBanusam HJL

Conclusion : APPROVED /
Sakarouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Uncontrolled Copy
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