Uncontrolled Copy

CEYIVMWHKA L AHAJINSA

Product : Cetrine film-coated tablets 10 mg
Mpoayir: Lletpun, TabaeTicn, nokpeITie rnesouyHor 06oa0tkoi, 10 mr

Ananmuraueckuii oTuet Ne

Hata ananusa

Batch No / B2303830 Batch Quantity / : 955.000 KG/
Cepust Ne - O6nem cepun 955,000 KT
Analytical Report No / . 2002FP23002671 Date of Analysis / : 20-11-2023

Date of Manufacture /
Hara npoussoacTBa

11/2023 Date of Expiry / 1 102026

T'oach j1o

Analysis performed according ND / Ananus nposeaen no HI: ITN013283/01 dt 13.07.2023 /

[1N013283/01 ot 13.07.2023

Ne Test / IToxa3zarean

1 | Description / Onucanune

| White colored, round, biconvex film-

Result / PesyabTarbl

coated tablets with a break line on
one side. White core on cross section.
/ Kpyriibie TBOSIKOBBITYKIIBIC
TabJICTKH, TTOKPHITHIE TNICHOYHOH
000510uKO¥i 6ETOro LBETA, C PUCKOH
Ha ojtHO# cTopore. Ha nonepeunom
paspese sapo GeNnoro 1BeTa.

Specification / Hopma

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  QBOSKOBBIITYKIIBI
TabneTKy, MOKPHITHIE IJIEHOYHO!
000M04KOM OCJIOr0 MM MOYTH OENor
I[BETA, C PHUCKOM Ha oxHoM cropone. H
HONEPEYHOM paspes3e sSaApo OT Oejioro A
nourtu 6eI0ro 1BeTA.

Remarks : The Product confirms to ND/
IMpumeuanne: Ipoavir coorsercrayet Tpeboanusiv HJT

Conclusion : APPROVED /
3axwuenue: QJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CEPIMWHKRA L AFIAKISA

o= .
Product : Cetrine film-coated tablets 10 mg
[Mpoayicr: LeTpun, TabaeTiu, NOKPHITHIC TICHOTHOH 000104KOIH, 10 mr

Batch No / : B2303830 Batch Quantity / : 955.000 K¢G/
Cepus Ne O6beM cepun 955,000 KT

Analytical Report No / : 2002FP23002671 Date of Analysis / . 20-11-2023

AnaguTiiacckud oTueT No Mara ananusa

Date of Manufacture / v 1172023 Date of Expiry / » 102026

Hara npoussoacrea TI'ogen g0

Analysis performed according ND / Ananus nposeacs o HJI: TIN013283/01 dt 13.07.2023 /
T1NO013283/01 ot 13.07.2023

2 | Identification. Cetirizine / Illogmunocte. llerupusun

1. HPLC/B2XKX Complies as prescribed / The retention time of the main peak in th
CooTtBeTCTBYET TPCOOBAHHAM 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"). / Bpewms yaepxusanu
OCHOBHOTO @IHKa HAa  XpOMAarorpamm
HCTIBITYEMOTO pacTBopa JTOJDKH:
COOTBETCTBOBATh BPEMEIIH  YIACPIKHBAIIH
OCHOBHOIO TMHKAa HA  XPOMarorpamMmm
pacTeopa CTaHAAPTHOTO oOpasry
LETHPU3HHA THAPOXJIOPH A (pazze.

«KonuuecTBeHHOE ONPEACTICHUEY).
2. UV spectrophotometry / Complies as prescribed / The UV-spectrum of the test solution an
Yd-cnexrpodoromerpust CootBercTBYeT TPEOOBAHUAIM the Cetirizine Hydrochloride referenc

standard solution in the range 200 nm to 40
nm should exhibit maxima absorbance 3
about the same wavelengths with an allowe
variation of *2 nm. / VY®d-coexrpr
NOIVIOIIEHUS HCHBITYEMOrO pacTBopa |
pacTBopa CTaHAAPTHOTO obpasu
LETUPU3MHA TUAPOXJIOpUIA B OOIacCTH O
200 mo 400 HM DOJDKHBI UMCTh MAKCHUMYME
HOIJIOMICHHsSI TIPU OJAHOM W TOH XKe JUIMH
BOJHBI C JOMYCTHUMBIM OTKIOHEHHEM #+ |

HM.

3 | Water / Boaa 3.5% w/w/ 3,5% Not more than 8.0 % / He 6onee 8,0 %

4 | Uniformity of dosage units / 5.0/5,0 Acceptance value (AV) should be not mor
OpHopogHOCTL than 15.0 / Tlokazatenp NPHUEMIIEMOCT
JA03UPOBAHHS (AV) momxen 6b1Th HEe Ooee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

ITpumeuanue: [Mpoayir coorsetcryet Tpedosanusay HJL 3akmwouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0

Page 2 of 6



Uncontrolled Copy

P MWHRA L AHAJNMSA

Product : Cetrine film-coated tablets 10 mg

[Mpoayxr: Licpun, TabueTiis, MOKpEITHIE MICHOUHOH 060104Koii, 10 Mr

Batch No / B2303830 Batch Quantity / : 955.000KG/
Cepus Ne 06BeM cepin 955,000 KT )
Analytical Report No / 2002FP23002671 Date of Analysis / 20-11-2023
| Ananuraucckuit otTuer Ne Jlara apanusa
Date of Manufacture / 11/2023 Date of Expiry / 10/2026
JlaTa npon3BoaCTBA lNoacn g0

[1N013283/01 ot 13.07.2023

Analysis performed according ND / Ananus nposeacu no HII; TTN013283/01 dt 13.07.2023 /

5 | Dissolution / PacTeopenue

Unit-1/ Tabn.-1 100%
Unit-2 / Ta6.-2 98%
Unit-3 / Tabmn.-3 100%
Unit-4 / Tabn.-4 100%
Unit-5 / Tabn.-5 100%
Unit-6 / Tabn.-6 99%

Not less than 80% (Q) of the labeled amour
of  CyII,5CIN,O3-2HCI (cetirizin
dihydrochloride) after 30 min. / He mene
80 % (Q) OT HOMHHAIBHOIO COAEPIKAHH
C, H,5sCIN,O5-2HCI (ueTupusuH
Juruapoxsiopun) ueped 30 Mum.

6 |Related Impurities by HPLC/
Popcraennnie npumecH

Impurity A / TTpumecs A

Impurity B / Ilpumecs B

Impurity C / Ilpumecs C

Impurity D / ITpumecs D

Impurity E / [Tpumecs E

Impurity F / Tpumecs F

Any individual unidentified
impurity / Jlrobast eauHuHAs

Not detected / He oOHapyxeHa
0.01%/0,01%

Not detected / He oOHapy eHa

Less than LOQ (LOQ = 0.003%) /

Huxe npeaena KoaHyecTBEHHOTO
onpeaenenus ([TKO = 0,003%)

0.04% / 0,04%
Not detected / He oOHapy»xeHa
0.08% / 0,08%

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 6onee 0,2 %

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

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

HCHACHTU(DUITUPOBAHHAS
MIPUMECh

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

Total impurities /
Cymma npumecei

0.2%/0,2%

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

7 | Assay / KonuuecrBeHHOE
onpenesieHHe

10.11 mg /10,11 mr
101.1% / 101,1%

Not less than 9.0 mg and not more than 11.
mg C2 1H25C1N203 -2HCI (CetiriZin
dihydrochloride) in tablet (between 90% an:
110% of label claim)./ Ot 9,0 mMr 0 11,0 M
C2|H25C1N203 -2HCI1 (I.[CTI/IpI/ISI/IH
puruapoxiopux) B rabnmerke (or 90 %
110 % OT HOMHHAJILHOIO COACPIKAHUSI).

Remarks : The Product confirms to ND/

Tpumeuanne: Ipoaykr coorserersyer tpedosanmsv HJL

Conclusion : APPROVED /
3akmouenne: QJIOBPEHO

WI-GLOB-QA-0669-1.0

Page 3 of 6



Uncontrolled Copy

CEPIMWHMKAL AHAJINSA

Product : Cetrine film-coated tablets 10 mg
| Mpoayxr: Llerpun. TabneTki, MOKPEITHIC MICHOUHOH 06010uK0ii, 10 Mr

Batch No / : B2303830 Batch Quantity / 1 955.000 K¢/
Cepmst Ne 0O0beM copun 955,000 K1~ -
Analytical Report No / ¢ 2002FP23002671 Datc of Analysis / ©20-11-2023
| Ananurngcckuii otuet No Jlara ananusa
Date of Manufacture / ;1172023 Date of Expiry / : 1072026
Jara npounssoacrea I'oaen 1o

Analysis performed according ND / Ananus nposeacs no HIL: TIN013283/01
| [IN013283/01 ot 13.07.2023

dt 13.07.2023 /

8 | Subdivision of tablets / Complies as prescribed /
OaHOPO/HOCTD MACt UPH CoorBeTeTBYET TPEOOBAHUSM
aejieHuu TabJieTox

The tablets comply with the test, if 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.
TaOneTKkn COOTBETCTBYIOT —TpPeOOBAHHSN.
ecim He ©Oomee | cauHuyHas Mace
OTKJIOHSsICTCS 32 TIpeaeibl 85 % - 115 % o
cpeaHeH MAacCHl. TabneTku H
COOTBETCTBYIOT TPECOOBAHMAM, €COH 0O0JIC
yeMm | HHAMBHAYyaIbHAS Macca OTKJIOHSACTC

OT 9TUX TPCACIOB  WIH, CCIH
WHIVBHIYAlIbHAs Macca OTKJIOHSCTCS 3
npeaenst 75 % - 125 % oT cpenneit Maccsl.
9 [Microbiological purity* / Muxpo6moaornyeckas 4yHcrora®
a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O01ee uncio He 6oaee 1000 KOE/r
A3POOHBIX MUKPOOPTAaHU3MOB
b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / Obuiee wicao He 6onee 100 KOE/r
APOIKEBBIX U INICCHCBBIX
rpuboB
c) Escherichia Coli Not Applicable Shell be absentin 1 g/
OrcyretrRue R 1 1
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IMpoavir coorsetcTByeT Tpebosanmsiv HJL 3axunouenune: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Page 4 of 6



Uncontrolled Copy

UEFIMWHRA L AHAJIMISA

Product : Cetrine film-coated tablets 10 mg
Mpoaykr: Lletpun, TadaeTKH, NOKPLITHIC [IICHOUHON obonoukoii. 10 mMr

Batch No /
Cepnst Ne

B2303830

Batch Quantity /
O6beM cepiin

: 955000 KG/
955,000 KT

[ara npou3BoacTBa

Tojgen a0

Analytical Report No / 2002FP23002671 Date of Analysis / 20-11-2023
AnanuTndcckuii otuet No Jara ananusa
Date of Manufacture / 11/2023 Date of Expiry / 102026

Analysis performed according ND / Ananus nposeact no HJI: TINO13283/01 dt 13.07.2023 /
I1N013283/01 ot 13.07.2023

10|

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and  palient
information leaflet in a carton. / [lo
10 TabneTOK B
MNBX/TIBJX//antomuareBom

6macrepe. [lo 3 Gmucrepa BMecTe C
UHCTPYKIMEH 1O  NPHMCHCHHIO

yIAKOBAHbI B NIAUKY KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum bliste:
2 or 3 blisters and patient information lealle

in a carton. / [lo

10 TabneTok

[BX/TIBAX//amovunnesom 6mucrepe. T
2 unu 3 GrcTepa BMECTE ¢ HHCTPYKITUCH IT

NPUMCHCHHUIO YHOAKOBaHBI B

KapTOHHYIO.

MaYK

11 | Labeling / Mapkuposka According to ND / B cootBercTuu ¢ HJI

12 | Storage conditions / At temperature below 25 °C. / Ipu Temneparype He Boimre 25 °C.
XpaHeHHe

13 | Shelf life / Cpox roanocru 3 years / 3 roga

*Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. The fest can
be absent in the Certificate of Analysis / IIpoeooumcs npousgooumene npu Golnycke NePUOOULeCKu. O
kascooit 20-oti cepuu uny ne menee 1 pasa é 200. lloxasamens modcem 6oimo He ernouer 6 Cepmugpuram

QHANU3T PUPMOBL.

Remarks : The Product confirms to ND/
Hpumeuanne: [Ipoaykr coorseTcTByeT TpehoBanusam HJI

Conclusion : APPROVED /
3axkarwuenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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Uliculiuvlieu voupy
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B2303830

Title

Document No. | QUA-FT02-2779

- Approved Date “Nov-
- Version - 1.0, CURRENT PP 20-Nov-2023

Latha Dasi 20/11/2023

Prepared By P00021162
16:53:36
Reviewed And P00034556 V Krishna Nimmakayala)] 20/11/2023
Approved By 17:14:41
Approved By QA P00050127 Ajay Kumar..... 20/11/2023
18:46:01
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