Uncontrolled Copy

CEP I NNTWHVIKA L AHAJINSA

Product : Cetrine film-coated tablets 10 mg
[poayxr: Llerpun. tabneTkn, nOKpeITHIC IIIEHOYHOH 000n0uKkoii, 10 Mr

Ananuthueckuii oTuet No

Batch No / B2303597 Batch Quantity / : 955.000K G/
Cepus Ne O6bem cepiu 955,000 KT
Analytical Report No / 2002FP23002610 Date of Analysis / ;0 15-11-2023

Jara ananuza

Date of Manufacture /
| ata npou3Bo.acTBa

10/2023 Date of Expiry / ;092026

Togen o

Analysis performed according ND / Ananu3 nposeaen no HJ: TTN013283/01 dt 13.07.2023 /
[1N013283/01 or 13.07.2023

Ne

Test / IToxaszaresn

Result / PesyabTarsl

Specification / Hopma

1

Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrnble ABOSIKOBBIMYKIIbIC
TaONMETKH, MOKPHITHIE MIICHOYHOU
000104KOM OEJIOTO HBETA, C PUCKOH
Ha OAHOH cTopoHe. Ha monepeunom
paspese sapo 6eoro usera.

White or off-white colored, round, biconve:
film-coated tablets with a break line on on
side. White to off-white core on cros
section. / Kpyraele  aBOSKOBBITIYKJIBI
TaOJICTKH, MOKPBITHIE [JICHOYHO!
000ouKO¥E 0OeJIOro MM mouTH OEIor
IIBETa, C PHCKOH Ha OxHOM crtopone. H
TIONEPEYHOM pa3pes3e siApo oT Genoro [
nouTH OeIoro 1BETA.

Remarks : The Product confirms to ND/
Hpumeuanue: [Ipoaykr cooTBeTcTBYET TpeOOoBaHusiM HI

Conclusion : APPROVED /
3axumroyenune: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CEYIVNWVIKA 1T AHAJIVISA

Product : Cetrine film-coated tablets 10 mg
| Tpoayvkr: Llerpris. Tabnerin, MOKPLITHIC IIIEHOYHOH 0bonoukoii, 10 mr

Batch No / B2303597 Batch Quantity / : 955000 KG/
 Cepust Ne O0BeM cepuit 955.000 K

Analytical Report No/ 2002FP23002610 Date of Analysts / 0 15-11-2023

AHnajinTHICCKUE oTueT No Jlara ananmusa

Date of Manufacture / 10/2023 Date of Expiry / 092026

Hara nponspoacrsa I"oacH 10

[1NO13283/01 or 13.07.2023

Analysis performed according ND / Ananus nposeaen no HI: TIN013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / [Togymuuocts, Hlerupusng

1. HPLC/B3XX

Complies as prescribed / The retention time of the main pcak in th
CooTBercTBYCT TPEOOBAHUSM chromatogram of test solution shoul
comply with the retention time of the mai:
peak in the chromatogram of Cetirizin
Hydrochloride reference standard solutio:
(section "Assay"). / Bpemsa ynepixxusanu
OCHOBHOTO IIHMKa Ha  XpOMaTorpamm
UCIIBITYEMOTO pacTBOpa JTOTBKH:!
COOTBETCTBOBATL BPEMEHH  YACP)KHBAHU
OCHOBHOIO NHKa Ha  XpOMarorpamm
pacTBopa CTaHAAPTHOIO oOpasn
LETHPH3UHA THAPOXJIOpHAA (pazze.
«Komu1ecTBEHHOE ONPEACIICHHEY ).

2. UV spectrophotometry /
Y®-cnexrpodoromeTpust

Complies as prescribed / The UV-spectrum of the test solution an
CootsercTByeT TpeOOBaHHMIM the Cetirizine Hydrochloride referenc
standard solution in the range 200 nm to 40
nm should exhibit maxima absorbance z
about the same wavelengths with an allowe
variation of +2 nm. / VY®-comekrp:
IIOrJIOIICHUS  MCIIBITYEMOTO  pacTBopa |
pacTBopa CTaHJAPTHOTO obpasiy
LCTHPH3UHA THAPOXJIOPHUAA B OONACTH O
200 o 400 HM JODKHBI UMETh MaKCHMYME
MOIIOMICHHAST TIPU OJHOM M TOM e AJHH
BOJIHBI ¢ JOMYCTUMBIM OTKJIOHCHHCM =+ |
HM.

3 | Water / Boaa

3.5% wiw/3,5% Not more than 8.0 % / He 6onee 8,0 %

4 | Uniformity of dosage units /

5.8/5,8 Acceptance value (AV) should be not mor

OgxopoaHocTh than 15.0 / Tloxasarens npHEMIEMOCT)
J03HPOBAHUS (AV) nomxen 6brTE He Gonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: [poayxr coorsercTtByeT Tpehopanism HJL 3axkmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Page 2 of 6



Uncontrolled Copy

CEP1INWVIKA L AHAJINSA

Product : Cetrine film-coated tablets 10 mg
Mpoaykr: LleTpun, TabaeTky, HOKPLITEE MIeHOUHOH 0b00MKoi. 10 Mr

Batch No / B2303597 Batch Quantity / » 955.000 KG/
Cepust No OGbem cepun 955,000 KI
Analytical Report No / 2002FP23002610 Date of Analysis / 15-11-2023
Ananutmeckuii oruet No JMara apanusa

Date of Manufacture / 10/2023 Date of Expiry / 09/2026
Hara nponssoacTea "osen g0

Analysis performed according ND / Auanus nposeacs no HJ[: TIN013283/01 dt 13.07.2023 /

[1N013283/01 ot 13.07.2023

5 | Dissolution / PactBopenue

Unit-1/Tabmn.-1 99%
Unit-2 / Ta6mn.-2 97%
Unit-3 / Tabn.-3 99%
Unit-4 / Tabn.-4 101%
Unit-5 / Tabmn.-5 99%
Unit-6 / Tabm.-6 97%

Not less than 80% (Q) of the labeled amour
of  C,H,sCIN,04-2HC] (cetirizin
dihydrochloride) after 30 min. / He mcre
80 % (Q) OT HOMHHAJNBHOIO COACPIKAHH
C,H,5CIN,05-2HCI (ueTnpusuH
purgapoxnopun) uepesd 30 mum.

6 |Related Impurities by HPLC/
Pojcreennsie npuMecH

Impurity A / Ilpumece A

Impurity B / [1pumecs B

Impurity C/ Ilpumecs C

Impurity D / Ilpumecs D

Impurity E / Tlpumecs E

Impurity F / Ilpumecs F

Any individual unidentified
impurity / Jlio6as exuHHuHAs
HEHICHTH(UIMPOBAHHAS
MPUMECH

Not detected / He oOHapy»xeHa
0.01%/0,01%
Not detected / He oOHapysxeHa

Less than LOQ (LOQ =0.003%) /
Hwxe npeaena KOMM4ECTBEHHOTO
onpeaenenus (ITKO = 0,003%)

0.05% /0,05%
Not detected / He oOHapy»xeHa
0.08% / 0,08%

Not more than 0.2 % / He Gonee 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 Gonee 0,2 %

Not more than 0.2 % / He Gonee 0,2 %

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

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

Total impurities /
Cymma npumeceit

0.3%/0,3%

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

7 | Assay / KonugecrBeHHoe
onpeaeaeHHe

9.87 mg /9,87 mr
98.7% / 98,7%

Not less than 9.0 mg and not more than 11.
mg C21H25C1N203 -2HCI (cetirizin
dihydrochloride) in tablet (between 90% an
110% of label claim)./ Ot 9,0 mr mo 11,0 m
C2 1H25C1N203 -2HC1 (L[eTI/IpI/IBI/lH
muruapoxsopun) B tadbnetke (ot 90 %
110 % oT HOMHHATLHOTO COACPIKAHUS).

Remarks : The Product confirms to ND/
IHpumeuanne: Ipoavir coorsercrayer Tpebopansv HJT

Conclusion : APPROVED /
3akmouenne: QJJOGPEHO

WI-GLOB-QA-0669-1.0

Page 3 of 6



Uncontrolled Copy

CUEY INWHKA L AHAJINSA

Product : Cetrine film-coated tablets 10 mg

Mpoayikr: LieTpan, TadaeTkn. MOKPHITHIC IIICHOYHOH 08onotkoii, 10 mr

Batch No / B2303597 Batch Quantity / 0 955.000 KG/
Cepust Ne Ob6vem ceprn 955,000 K
Analytical Report No / 2002FP23002610 Date of Analysis / 15-11-2023
AnanmuTHueckuii oruet Neo Jara ananmza
Date of Manufacture / 10/2023 Date of Expiry / 09/2026

| [lata npou3BoacTBa lNogen oo

11 N013283/01 or 13.07.2023

Analysis performed according ND / Anayms nposeaen o HJ[: 1T1NO13283/01 dt 13.07.2023 /

8 | Subdivision of tablets /
OaHopoaHoCTh MACC MPH
JeJIeHHH Ta0JIETOK

Complies as prescribed /
CooTBercTBYET TPEOOBAHMSM

The tablets comply with the test, it not mor
than 1 individual mass is outside the limit
of 85 % to 115 % of the average mass. Th
tablets fail to comply with the test, if mor
than 1 individual mass is outside these limit
or, if 1 individual mass is outside the limit
of 75 % to 125 % of the average mass.
TabneTkn COOTBETCTBYIOT —TPeGOBAHMAN
ecni He Oomee |  exuruuHas  Macc
OTKMOHSIETCST 32 mpegensr 85 % - 115 % o
cpenHeH MacChl. Tabnetku H
COOTBETCTBYIOT TpeOOBaHuUAM, ecinu 6oJe
yeMm | HHAMBHAYAJIBHAS Macca OTKIOHSETC
OT OSTUX MPCACNIOB WK, €CIH

WHAWBUAyaNbHAS Macca OTKJIOHSETCS 3
npexenst 75 % - 125 % ot cpeaneii Maccsl,

9 |Microbiological purity* / MukpoGuoJioru4yeckas yncrora*®

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Obmee yucno He 6onee 1000 KOE/r
a3POOHBIX MUKPOOPTraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O61mee umcno He 6onee 100 KOE/r
JPOOKEBBIX U TUICCHEBBIX

rpuboB

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

OrcyrcerBue B 1 1

Remarks ; The Produet confirms to ND/

Ipumeuanne: Ipoaykr cooTBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3axawuyenue: O/JIOBPEHO

WI-GLOB-QA-0669-1.0

Page 4
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Uncontrolled Copy

CHEYIMWVIKAL AHAJINMISA

Product : Cetrine film-coated tablets 10 mg
Mpoaykr: LieTpun, TabneTk, MOKPHITHIC IICHOYHOH 06010uKO0H, 10 MP

Anamuruueckuil oruet No

Mara anannsa

Batch No / B2303597 Batch Quantity / : 955.000 KG/
Cepus Ne OObeM cepun 955,000 K
Analytical Report No / 2002FP23002610 Date of Analysis / o 15-11-2023

Date of Manufacture /
Jlara npoussoacTea

1072023 Date of Expiry / ¢ 092026

Toxcu jio

Analysis performed according ND / Anams nposeacu no HJ1: TIN013283/01 dt 13.07.2023 /
11 N013283/01 ot 13.07.2023

10 | Packaging / Ynaxoska 10 tablets in PVC/PVDC//aluminum | 10 tablets in PVC/PVDC//aluminum bliste
blister. 2 blisters and patient | 2 or 3 blisters and patient information lcaflc
information leaflet in a carton. / [lo |in a carton. / Ilo 10 Ttabnerox
10 TabNEeTOK B | IIBX/TIBAX//anomunueBom 6muctepe. I
MBXTIBAX//anroMuneBoM 2 ynu 3 GnucTepa BMECTE ¢ MHCTPYKUMEH I
6mucrepe. ITo 2 Gnuctepa BMEcTe C | IPUMEHCHHIO  YHAKOBAHB B JAYK
HHCTPYKLMEH MO  NPHMCHCHHIO | KAPTOHHYIO.
yIaKoBaHbI B NAYKY KaPTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B cootercTuu ¢ HJI

12 | Storage conditions / At temperature below 25 °C. / Ilpu Temneparype He Boime 25 °C,

XpaneHnue
13 | Shelf life / Cpox rogaocTi 3 years /3 roxa

*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 / [Ipoeooumes npouseooumenem npu GoiNYCKe NePUOOUHECKU: OIS
kaxcooti 20-01i cepuu wnu ne menee | pasa ¢ 200. Hoxazamens modicem 6vimo ne erniover 8 Cepmuguram

anau3a Gupmul.

Remarks : The Product confirms to ND/
Mpumeuanne: [poayir coorserersyer Tpebosanuam HJL

Conclusion : APPROVED /
3axmouenue: QJIOBPEHO

WI-GLOB-QA-0669-1.0
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