CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

Mponykr: LerpuH, TabeTku, NOKPbITHIE MIEHOYHON 0bostoukoi, 10 mr

Batch No / B2400422 Baich Quantity / : 955000 KG/
| Cepusa Ne Ob6bem cepum 955,000 KT"
Analytical Report No / 2002FP24000452 Date of Analysis / 22-02-2024
AHanuTHYECKUi oTyeT No Jlata aHanu3a
Date of Manufacture / 02/2024 Date of Expiry / 01/2027
| [lara npon3BoacTBa Tonen no

IIN013283/01 ot 13.07.2023

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

Uncontrolled Copy

Ne Test / IlokazaTenn

Result / PesynbTarsl

Specitication / Hopma

1 | Description / Onncanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriisie JBOSKOBBIIYKJIbIE
TabJIeTKH, MOKPHITHIE TNIEHOYHOR
obonoukoii Genoro uBeTa, ¢ pUCKOi
Ha 0/1HOM cTopoHe. Ha nonepeunom
paspese sapo Genoro ugera.

Whitc or off-whitc colored, round, biconvex
film-coated tablets with a break line on one
side. White to off-white core on cross
section. / Kpyriable IBOAKOBBIIYKIIBIE
TabJIeTKH, TIOKPBITHIE [VIEHOYHOM
obonoukoi 0Oenoro uaM  noutu 6enoro
uBETa, C PUCKON HA 0AHOM cropone. Ha
nonepeyHoM paspese #Apo or 6enoro A0
nouth 6enoro ugera.

Remarks : The Product confirms to ND/

Ipumeyanne: [IponykT cooTBeTcTBYET TpeGoBaHmMsM HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product : Ceirine film-coated tablets 10 mg
| Hpoayxr: IleTpuH, TabneTky, MOKPbIThIC M1€HOYHON 06049uKkoi, 10 Mr

Ananurtndeckuii orger Ne

Batch No / B2400422 Batch Quantity / : 955.000 KG/
Cepus Ne O6beM cepuu 955,000 KI"
Analytical Report No / 2002FP24000452 Date of Analysis / . 22-02-2024

Jlara ananuza

Date of Manufacture /
ara NpoM3BO/ICTBA

02/2024 Date of Expiry / : 012027

T'open no

IIN013283/01 or 13.07.2023

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

2 | Identification. Cetirizine / lopnaanocTb. IleTHpH3HH

1. HPLC/B2XX

Complies as prescribed /
CooTtsercTBYET TPEOOBAHMAM

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 ynepxxuanus
OCHOBHOTO  MHKAa Ha  XpoMarorpamme
MCTIBITYEMOTO pactBopa JIOKHO
COOTBETCTBOBAaTh BPEMEHH yIep:KMBaHHUS
OCHOBHOTO IIMKa Ha  XpOMarorpamMme
pacreopa CTaHAaPTHOTrO obpasua
LETHPU3MHA rnapoxXsIopruaa (paznen
«KonmuyecTBeHHOE ONpeIEIEHHEY ).

2. UV spectrophotometry /
YO-cniekrpodoToMeTpust

Complies as prescribed /
CootBeTcTBYeET TpeOOBAHIAM

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®-cnektpwi
MOTJIOMIEHHsT HCIBITYEMOIO  PacTBoOpa H
pacTBopa CTaHOapTHOTO obpasua
LEeTHPHU3MHA THOPOXJIOpHAAa B oONacTH OT
200 1o 400 HM [O/OKHBI UMETH MAKCUMYMbI
NOT/IOLEHUs NPU OJHOM M TOM >Ke JTMHE
BOJIHBI C JONYCTHMBIM OTKJIOHEHHEM =+ 2
HM.

3 | Water / Boaa

3.6% w/w/3,6%

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

Uniformity of dosage units /
OanopoanocTs
A03UPOBAHHA

45745

Acceptance value (AV) should be not more
than 15.0 / [lokaszaress mpUEMIEMOCTH
(AV) nomxen 661Th He Gonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: [Iponykt coorBeTcTBYeT Tpebopanmsam HIL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 2 of 6

Printed Date & Time (IST): 23-02-2024 09:22:35




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

| [Tpoayxr: LleTpuH, TabaeTKH, NOKPBITHIE IEHOHHOA 000104KOI, 10 mr
Baich No / B2400422 Batch Quantity / : 955.000 KG/
Cepus Ne O6bem cepuu 955,000 KI'
Analytical Report No / 2002FP24000452 Date of Analysis / 22-02-2024
AHanutryeckuii otder Ne Jlata ananusa
Date of Manufacture / 02/2024 Date of Expiry / 01/2027
Jara nponszpoacTea T'oael a0

Analysis performed according ND / Ananus nposeaet no HJI: TTN013283/01 dt 13.07.2023 /
I1N013283/01 ot 13.07.2023

5

Dissolution / PacTBopenne

Unit-1/ Tabmn.-1 101%
Unit-2 / Tabn.-2 104%
Unit-3 / Tabn.-3 101%
Unit-4 / Tabn.-4 101%
Unit-5 / Tabn.~5 101%
Unit-6 / Tabn.-6 100%

Not less than 80% (Q) of the labeled amount
of  C,HysCIN,O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMMHANBHOrO conepKaHUs
C,1Hp5CIN,O4-2HCI (uetupuzuHa
auruapoxiiopun) yepes 30 MUH.

Related Impurities by HPLC/
Poncreennsie npuMecH

Impurity A / TIpumecs A

Impurity B / [1pumecs B

Impurity C/ TTpumecs C

Impurity D / TTpumecs D

Impurity E / [Ipumecs E

Impurity F / TIpumecs F

Any individual unidentified
impurity / Jiob6as eauHUuHAas
HEeWIEeHTH(GUIHPOBAHHAS
npuMech

Not detected / He oGHapyxeHa

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

0.02% /0,02%

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

Not detected / He oGHapyxeHa

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

Not detected / He oOHapyxeHa

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

0.03% /0,03%

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

Not detected / He oGHapy»xeHa

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

0.08% / 0,08%

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

Total impurities /
Cymma npumeceit

0.2%/0,2%

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

Assay / KosingecTBeHHoe
onpeaesieHne

10.14 mg / 10,14 mr
101.4%/ 101,4%

Not less than 9.0 mg and not more than 11.0
mg C2] H25C1N203 -2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 Mr mo 11,0 Mr
C,1Hy5CIN,O5-2HCI (uetupuzuna
auruapoxiopua) B tabnerke (ot 90 % no
110 % oT HOMUHA/ILHOTO COAEPIKAHNS).

Remarks : The Product confirms to ND/
IIpumeuanne: IlponykT cootBeTcTBYeT Tpebopanusam HJL

Conclusion : APPROVED /
3axmouenne: OJJOFPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST):

23-02-2024 09:22:35




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Tponykr: HeTpuH, TabneTKH, NOKPHITbIE MICHOYHOH obonoukoii, 10 mr

Batch No / B2400422 Batch Quantity / : 955.000 KG/
| Cepust Ne O6bem cepun 955,000 KI"

Analytical Report No / 2002FP24000452 Date of Analysis / 22-02-2024

AHanmuTnaeckui otuet Ne Jara aHayimza

Date of Manufacture / 02/2024 Date of Expiry / 01/2027

Hara npoussoacTea TopeH no

Analysis performed according ND / Ananuns nposesnen no HI: TTN013283/01 dt 13.07.2023 /

ITN013283/01 ot 13.07.2023

8 | Subdivision of tablets / Complies as prescribed / The tablets comply with the test, if not more
OaHopoIHOCTH Mace PH CooTBercTBYET TpeGOBAHUAM than 1 individual mass is outside the limits
Je/IeHAN 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. /
Tabnerky COOTBETCTBYIOT — TpeOOBAHUAM,
ecni He Oonee 1 eaMHHunas macca
oTKIIOHAeTcA 3a mpenensl 85 % - 115 % ot
cpenHeid MAacCCEL. TaGnerku He
COOTBETCTBYIOT TpeboBaHMsAM, ecau GoJiee
uem 1 MHAMBUAYAIbHAS Macca OTKIOHAETCS
OT 3TUX TNpeaesoB  wiM, ecau 1
HHIVBUAYyaNbHAas Macca OTKIIOHAETCS 3a
mpenensl 75 % - 125 % ot cpenueit Macchl.

9 |Microbiological purity* / Muxpoouonorn4yeckas yucrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O6mee uneno He Gonee 1000 KOE/r
a3pOOHbIX MUKPOOPraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O6utee uucno He 6onee 100 KOE/r
JIPOMOKEBBIX U TIECHEBbIX

rpu6os

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

OtcyrcrBue B 1 T

Remarks : The Product confirms to ND/
Ipumeyanue: [Ipogykr cooTBeTcTBYeT TpebopanusM HJL

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Page 4 of 6

Printed By: K Narayana Swamy

Printed Date & Time (IST):

23-02-2024 09:22:35



CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

= —
Product : Cetrine film-coated tablets 10 mg
Mpoaykr: LleTpuH, TabaETKH, NOKPBITHIE MICHOYHOH 060N104KOH,

10 mr

Batch No / B2400422 Batch Quantity / : 955.000 KG/
_Cepus Ne O6bem cepuu 955,000 KT
Analytical Report No / 2002FP24000452 Date of Analysis / 22-02-2024
Ananurudeckuii otaer Ne Jlata aHann3a

Date of Manufacture / 02/2024 Date of Expiry / 01/2027
Hara npousBoacrea ToneH 10

ITN013283/01 or 13.07.2023

Analysis performed according ND / Ananus nposeae no HI: TTN013283/01 dt 13.07.2023 /

10 tablets in PVC/PVDC//aluminum blister.

Uncontrolled Copy

10 | Packaging / Ynakoska 10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / ITo |in a carton. / TIlo 10 Tabnerox B
10 TabneToK B | [IBX/TIBJX//amomunresom Gaucrepe. Tlo
NBX/TIBJX//amoMuHueBoM 2 unu 3 GnucTepa BMECTE C HHCTPYKLMEH 10
6muctepe. [lo 2 GnucTepa BMecTe ¢ | IPUMEHEHHMIO  YNAaKOBaHBl B MAuKy
MHCTPYKLUME [0  NPUMCHEHUIO | KAPTOHHYIO.
YMAKOBaHbI B MAUKy KAPTOHHY!O.

11 | Labeling / Mapxuposka According to ND / B cooteercrauun ¢ HJ

12 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bbiwe 25 °C.

Xpanenue
13 | Shelt life / Cpok rognoctn 3 years /3 ropa

*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 / [Ipogodumcs npouzsooumenem npu GuinycKe NepuoOUYecKu. Ona
kaxcooii 20-oti cepuu unu He smenee 1 pasa 6 200. Ilokaszamens moscem buins He exmoven 6 Cepmughuxam

aRAIzd upmal.

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBercTByeT TpeboBanmsM HJL

Conclusion : APPROVED /
3axiouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

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

ELECTRONIC SIGNATURES
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