Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

[poayxr: IleTpuH, TabAeTKH, NOKPLITHIE NNEHO4HON 060n0uKoH, 10 mr

Batch No / B2302797 Baich Quantity / : 955.000 KG/
| Cepusn Ne Ob6bem cepum 955,000 K
Analytical Report No / 2002FP23002027 Date of Analysis / 28-08-2023
Anamutudeckuii orget Ne Jarta aHanusa
Date of Manufacture / 08/2023 Date of Expiry / 07/20206
aTa NpPOH3BOACTBA Tonex no

Analysis performed according ND: / Ananns nposeaen mo HJI: TTN013283/01-170223

Ne Test / TTokazarenn

Result/ Pezynnrathi

Specitication / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyribie JBOSAKOBBIMYKIIbIC
TabneTky, MOKPHITHIE NAEHOUHOMH
obonoukoii Genoro nBera, ¢ pUCKOH
Ha OfIHOM cTopone. Ha nomepeunom
paspese S1po 6e10ro IBeTA.

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. / Kpyraeie  XBOAKOBBITYKIIbIC
TabeTKy, NOKPbITHIC MJIEHOUYHOM
000I0UYKOH 0eIoro MM 1oyt  Oenoro
LuBeTa, ¢ PUCKOM Ha oaHOH cropome. Ha
NOTIEPeYHOM paspese AOpo or 6emoro mo
noutu 6enoro useTa.

Remarks : The Product confirms to ND/

IIpumevanue: [lpoaykTt coorBercTByeT TpeboBanusM H/I,

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
| TTpoaykr: Ilerput, TabneTku, NOKPbITHIE NIEHOUHOH 0600uK0M, 10 Mr

Batch No / B2302797 Batch Quantity / : 955.000 KG /
| Cepus Ne O6bem cepuu 955,000 KT"
Analytical Report No / 2002FP23002027 Date of Analysis / : 28-08-2023
Ananuruueckuii oryet No JlaTa aHamu3a
Date of Manufacture / 08/2023 Date of Expiry / . 07/2026
ara npoM3BO/CTBA ToseH a0

Analysis performed according ND: / Anann3 nposeaen o HJI: TT N013283/01-170223

2 | Identification. Cetirizine / llopinunocthb. IleTHPH3NH

1. HPLC/B2XX

Complies as prescribed /
CooreeTrcTBYyeT TpeOOBAHUAM

The retention time of the main peak in the
chromatogram of test solution should
comply with the retention tune of the main
peak in the chromatogram of Cetirizine
Hydrochloride reference standard solution
(section "Assay"). / Bpems ymepxusanus
OCHOBHOTO TIMKa Ha  XpoMaTorpamme
HCTTBITYEMOTO pacTBopa JIOMKHO
COOTBETCTBOBATL BPEMEHM  yIEpPIKUBAHHS
OCHOBHOTO ~ NHMKa HA  XpOMAToOrpamme
pacTBOpa CTaHAAPTHOTO obpasua
LETHPU3HUHA THAPOXJIOpHLA (paznen
«KonuuecTBeHHOE ONpeneNeHue»).

2. UV spectrophotometry /
Y®-cnekrpodoTomerpusi

Complies as prescribed /
CootsercrByeT TpebOBaHUAM

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. / V®-cnekrpsl
TIOTJIOMIEHHS  WCTTBITYEMOTO  pacTBopa W
pacTeopa CTaHAAPTHOIO obpasua
LETHPU3UHA TUAPOXIOpUAA B 00NacTH OT
200 mo 400 HM IOMXKHBI UIMETH MAKCHMYMBI
HOTTIOLIEHHS IIPH OMHOM U TOM ke IJIHHe
BOJIHEI ¢ IOIYCTHMBIM OTKJIOHEHHEM + 2
1IM.

3 | Water / Boaa

2.8% wiw /2,8%

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

4 | Uniformity of dosage units /
OmnopoaHoeTh
AOZUPOBAHUA

52752

The acceptance value (AV) should be less
than or equal to 15.0 / Tlokazarens
npuemnemoctd (AV) pomkeH OBITh He
6oiee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: Ilponykr coorBeTcTBYET TpeboBanmsam HJT

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST): 28-08-2023 22:09:34




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3IA

[ Product : Cetrine film-coated tablets 10 mg

ITpoaykr: LleTpun, TabneTku, NOKPLITHIE MJIEHOUHOM 060n0uKO#H, 10 Mr

Batch No / B2302797 Batch Quantity / : 955.000 KG/
Cepus Ne ObBem cepum 935,000 KI”
Analytical Report No / 2002FP23002027 Date of Analysis / 28-08-2023
Ananutrdeckuii oTyeT Ne Jlata anann3a

Date of Manufacture / 08/2023 Date of Expiry / 07/2026
Jara npon3soacTBa T"open no

Analysis performed according ND: / Ananu3 nposeaen no HJI: TT N013283/01-170223

5 | Dissolution / PacrBopenne Unit-1/ Tabn.-1 99% Not less than 80 % (Q) of nominal content
oy . 0 of C21HasCIN,O5-2HC (Cetirizine
Uinit2 / Tabn.-2 100% Dihydrochloride) after 30 min. / He menee
Unit-3 / Ta6n.-3 99% 80 % (Q) oT HOMMHAIBLHOrO coaepkKAHMS
" C2] H25C1N203 - ZHCI (ueﬂ{pm HUHa
0,
Unit-4 / Tabn.-4 100% IMTEAPOXIOpH) Yepe3 30 M.
Unit-5 / Tabn.-5 100%
Unit-6 / Tabn.-6 99%
6 | Related Substances / PoacTBeHHbIE IPUMeECH
Impurity A / [Ipumech A Not detected / ne obHapysxeHa Not more than 0.2 % / He 6osee 0,2 %
Impurity B / [1pumecs B 0.01% /0,01% Not more than 0.2 % / He 6omee 0,2 %
Impurity C / TTpumecs C Not detected / He o6HapykeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity D / [Ipumecs D Not detected / ne oGHapy:keHa Not more than 0.2 % / He Gosee 0,2 %
Impurity E / TTpumecs E Less than LOQ (LOQ = 0.023%) / Not more than 0.2 % / He 6onee 0,2 %
. Hipke mpenena KOJIHYECTBEHHOTO . -
Impurity F / TTIpumecs F ompenenenns (IIKO = 0,023%) Not more than 0.2 % / He 6onee 0,2 %
Any .individual unidentified | Not detected / e oGHapyKeHa Not more than 0.2 % / He 6osiee 0,2 %
impurity / JlioGasg eTdHHYHAs
HenmeHTHULFPOBaHHAS Not detected / He oOHapys«eHa
NpUMECH
Total impurities / Not detected / He o6HapyxeHa Not more than 2.0 % / He 6omee 2,0 %
Cymma npumeceit
7 | Assay / KonndyecTBeHHO€ 10.02 mg / 10,02 mr From 90 mg to 11.0 mg of
onpeJenenue o o C,1H,5CIN,0O5-2HC1 (Cetirizine
100.2% /100,2% dihydrochloride) in tablet (from 90.0 % to
110.0 Y% of  label claim). /
Ot 9,0 mr mo 11,0 mr C,H,sCIN,O5-2HC1
(UeTHpU3MHA JUTHAPOXJIOPUA) B TablieTke
(or 90 % npo 110 % oTr HOMMWHANLHOrO
coziepKaHust).

Remarks : The Product confirms to ND/

IIpnmeyanue: [IpoaykT cooTBeTcTBYET TpeboBanusM HJ

Conclusion : APPROVED /
3akarouenue: OJJOEPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
[Mponykr: LleTpun, TabneTku, NOKPLITIC NIEHOUHON 060n0uKoii, 10 Mr

Batch No / B2302797 Batch Quantity / : 955.000 KG/
Cepusa Ne Obbem cepun 955.000 KI'
Analytical Report No / 2002FP23002027 Date of Analysis / 28-08-2023
Amnanutudecknii oTyet No JlaTa anajinza

Date of Manufacture / 08/2023 Date of Expiry / 07/2026
Jlata nporsBoACcTBa ToneH 1o

Analysis performed according ND: / Ananus nposeaen nmo HJI: TTN013283/01-170223

8 | Subdivision of tablets /
OaHopoaHOCTh MacC NPH
JeJeH TabJIeTOK

Complies as prescribed /
CooTBeTcTBYET TPeGOBAHIAM

The tablets comply with the test, if not more
than 1 individual mass is outside the limits
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. /
TaGnerky COOTBETCTBYIOT — TpeGOBaHUAM,

ecni He Oonee 1 enMHuMyHas Macca
oTkJoHsercs 3a npenenst 85 % - 115 % or
cpenuei Macchbl. Tabnerku He

COOTBETCTBYIOT TpeGOBaHUAM, ecid Gosee
4yeM | WHIUBHIYaNnbHAs Macca OTKIOHAETCS
OT DOTHX MpejiefioB  WiHW, ecnu 1
MHAMBHYaNbHAs Macca OTKJOHSETCS 3a
npenenst 75 % - 125 % ot cpennueii maccwi.

9 | Microbial enumeration tests* / MukpoGuo/ioruyeckast Yuacrora*

a) Total Aerobic Microbial
Count / O6G1ee amciio
a3poOHBIX MEKPOOPTaHHU3MOB

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

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

b) Total Combined Yeast and
moulds count / O61uee 4mcio
JIPOMOKEBBIX M IUICCHEBEIX
rpuboB

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

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

c) Escherichia Coli

Absent in 1 gram /
OtcyrcTByeTB 1 1

Shall be absent in 1 gram /
OtcyrcTBUEB I T

Remarks : The Product confirms to ND/
ITpumeuanue: llponykT cooTBercTBYeT TpeboBaHusiM HJT

Conclusion : APPROVED /
3akmioyenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

[poayxr: IeTpuH, TabneTku, NOKPHITLIC MIEHOUHON 060/I04KOM, 10 mr

Batch No / B2302797 Batch Quantity / © 955.000 KG/
| Cepus Ne O6bem cepuu 955,000 KI"
Analytical Report No / 2002FP23002027 Date of Analysis / 28-08-2023
Amnanurnyeckuit otyet Ne JlaTa aHanuza
Date of Manufacture / 08/2023 Date of Expiry / 07/2026
| JlaTa npou3BoAcTBA Tonex o

Analysis performed according ND: / Ananu3 nposegen no HJI: TT N013283/01-170223

Uncontrolled Copy

10 | Packaging / YnakoBka 10 tablets in PVC/PVDC//aluminum | 10 tablets in PVC/PVDC//aluminum blister.
blister. 2 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / ITo [in a carton. / Ilo 10 Ttabnerok =B
10 Tabnerok 8 | IBX/TIBJIX//antomunnesom 6ancrepe. Io
[BX/NBAX//amoMuHreBOM 2 ynm 3 GrnucTepa BMECTE ¢ MHCTPYKIKEH I10
Gnucrepe. [lo 2 Gmucrepa BMECTE C | MPHMEHEHHIO  YIAaKOBAaHEl B TAYKY
HHCTPYKLHEH [0  TPHMEHEHHIO | KAPTOHHYIO.

YNAaKOBaHbl B Na4Ky KapTOHHYIO.
11 | Labeling / MapxupoBka According to ND / B cootBercTRHU ¢ H/|
12 | Storage conditions / At temperature below 25 °C. / [Ipu TemniepaType He Bbiue 25 °C,
XpanecHue
13 | Shelf life / Cpok roanocrn 3 years /3 roga

* - Performed by the manufacturer at release periodically: every 20-th batch or at least once a year.

The parameter may be absent from the Company's certificate of analysis. /
* - IIpoBoAMTCH NPOM3BOATEEM IPU BHINYCKE MEPHOAHYECKH: /I KaKAoi 20-0l cepHH HiIH He

menee 1 pasa B roa. Ilokaszareis MoxeT GbITh He BK/IIOYEH B cepTHGHKAT anam3a GpupmbL

Remarks : The Product confirms to ND/
IIpameuanne: IlpoaykT cooTBeTcTByeT Tpeboanusm HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy
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