Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

[ Product : Cetrine film-coated tablets 10 mg

| Hpojtycr: Tlerpun, TabneTku, NoKpbIThle MIEHOUHOR 000104KOMH, 10 mr

Batch No / B2400016 Baich Quantity / 1 955.000 KG/
Cepus Ne Obbem cepun 955,000 KI'
Analytical Report No / 2002FP24000025 Date of Analysis / 08-01-2024
Ananutrdeckuii otyeT No Jlata aHanuza

Date of Manufacture / 12/2023 Date of Expiry / 11/2026
Jlata npou3BoacTBa ToacH o

[1N013283/01 or 13.07.20623

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

Ne Test / Iloxazareanb

Result / Pe3yabTatsl

Specification / Hopma

1 | Description / Onucanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriteie JIBOSIKOBBINYKIIbIE
TabJIeTKH, TIOKPBIThIE IIIEHOYHOM
oGonouko# 6eaoro uBeTa, ¢ pUCKoOi
Ha oaHoil cTopoHe. Ha nonepeunom
paspese aapo 6eaoro Lpera.

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. / Kpyriasle OBOAKOBHITYKIbIE
TabJIeTKH, MOKPBITHIE [IJIEHOYHOM
00oaoukoit Oenoro waM  noutu Genoro
IIRETA, € DUCKOW HAa OAHOK cropone. Ha
NONEpPeHHOM paspese spo ot Genoro o
noutun 6€10ro LBeTA.

Remarks : The Product confirms to ND/

IIpumeyanue: [Ipoaykr cootBercTByeT Tpebopanmsam HJL

Conclusion : APPROVED /
3akmiouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTM3A

Product : Cetrine film-coated tablets 10 mg

TIpoaykT: IleTpuH, TabaeTky, NOKPLITHIC MNIEHOUHOH 06onotKoit, 10 Mr |
Batch No / . B2400016 Batch Quantity / : 955.000 KG/

Cepus No Ob6beM cepun 955.000 KI' |
Analytical Report No / : 2002FP24000025 Date of Analysis / . 08-01-2024

AHanuTHUeCKHHA oT4eT Ne JlaTa aHanm3a

Date of Manufacture / 12/2023 Date of Expiry / . 11/2026

JlaTa NpoM3BOACTRA ToneH ao

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

TIN013283/01 ot 13.07.2023

2 | Identification. Cetirizine / HoaaunnocTs, HeTupHsnn

1. HPLC/B2XX

Complies as prescribed /
CooTBeTcTBYET TPEOOBAHUAM

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
(scction "Assay"). / Bpems ynacpxcuBaHus
OCHOBHOTO NHKA Ha  XPOMATorpamme
UCIIBITYEMOTO pacTBopa JOJKHO
COOTBETCTBOBATh BPEMEHH  yHEPIKUBAHUS
OCHOBHOTO MHKa Ha XpoMaTorpamme
pacrtBopa CTaHAAPTHOrO obpasua
LIETUPU3KHA rMAPOXIOPHAA (paznen
«KonuyecTBeHHOE OTIPENCICHHEN ).

2. UV spectrophotometry /
VO-cniekTpohoTOMeTpHs

Complies as prescribed /
CooTBeTCTBYET TPeOOBaHMAM

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. / Vd-crekrpsl
JIOTTIOMIEHNsT HCIBITYEMOTO  pacTBopa H
pactBopa CTaHAAPTHOIO obpasua
LETHPU3MHA THAPOXIOopHAa B oOJNacTH OT
200 po 400 HM NO/MKHBI UMETb MAKCUMYMBI
NOrJIOIEHUsT MPU OJHOW W TOW >X€ IJIMHE
BOJIHBI C JONYCTHMBIM OTKJIOHEHHEM + 2
HM.

3 | Water / Boaa

3.6% wiw / 3,6%

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

4 | Uniformity of dosage units /
OnunopoaHocTs
JAO3UPOBAHHSA

47/4,7

Acceptance value (AV) should be not more
than 15.0 / [lokazarens MpUEMIEMOCTH
(AV) nomxken 66Th He 6omee 15,0.

Remarks : The Product confirms to ND/

Ipumeyanne: I1IpoayKT COOTBETCTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
Zaxmaiouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 2 of 6

Printed Date & Time (IST): 09-01-2024 09:32:39




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

[ Product : Cetrinc film-coated tablets 10 mg
Ipoayxr: TeTpuu, TabneTkn, NOKPLITLIE MICHO4HOH 0060104KOH, 10 Mr

Batch No / : B2400016 Batch Quantity / 0535 000 KG /
| Cepus Ne O6hem cepun 955,000 KI"
Analytical Report No / 2002FP24000025 Date of Analysis / 08-01-2024
Ananutnaeckuii otyeTt No JlaTa aHanu3a
Date of Manufacture / 12/2023 Date of Expiry / 11/2026
| Jlara npoussoacTea T'oaen 10

Analysis performed according ND / Ananuns nposeaen no HJI: TT N013283/01 dt 13.07.2023 /
I1N013283/01 or 13.07.2023

POZlCTBeHHble MPUMECH

5 | Dissolution / PacTBopenne Unit-1/ Tabn.-1 100% Not less than 80% (Q) of the labeled amount
. o of C21 H25C1N203 -2HCI (cetirizine
Unit-2/Ta6a.-2 98% | dihydrochloride) after 30 min. / He metes
Unit-3 / Tabn.-3 105% 80 % (Q) oT HOMWHANBLHOTO CcoAEPKAHMS
- C,1H,5CIN,03-2HCI (ueTrpusuHa
Unlt'4 / Ta6ﬂ."4 IOO% HPII‘I/I,IlpOXJ'IOpH)I) qepeg 30 MI’IH
Unit-5 / Tabn.-5 102%
Unit-6 / Tabn.-6 102%
6 |Related Impurities by HPLC/

Impurity A / Tlpumecs A

Impurity B / [Ipumecs B

Impurity C/ Tpumecs C

Impurity D / TTpumecn D

Impurity E / [1pumecs E

Impurity F / [TIpumecs F

Any individual unidentified
impurity / JliobGast eadHUuHAas
HeUIeHTHPUIIMPOBAHHAS
pUMeCh

Not detected / He obnapykeHa

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

Not detected / He oOHapyKeHa

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

Less than Limit of Detection (LOD

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

= 0.006%) / Hwxe npepena
otHapyxenus (110 = 0,006%)

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

Not detected / He oOHapy»keHa

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

0.04% / 0,04%

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

Less than Limit of Detection (LOD =
0.015%) / Huxe npenena
ob6uapyxenus (ITO = 0,015%)

0.07% /0,07%

Not more than 0.2 % / He Gonee 0.2 %

Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
Cymma npumecet

7 | Assay / KosimuecreenHoe 10.09 mg / 10,09 mr Not less than 9.0 mg and not more than 11.0
onpejaeieHue 100.9% / 100.9% mg C,1H,5CIN,O3-2HCI (cetirizine

dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 Mr mo 11,0 mr
C,1H,5CIN,O5-2HCl (uetupuzuna
auruapoxnopua) B Tabserke (ot 90 % no
110 % oT HOMMHAILHOTO COACPXKAHNS ).

Remarks : The Product confirms to ND/
Hpumeuyanue: [IpoaykxT cooTBeTcTBYET TpeboBanusaM HJ{

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST):

09-01-2024 09:32:39




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJH3A

[ Product : Cetrine film-coated tablets 10 mg

| posyskr: Llerpun, Tabietkiu, NoOKpLIThIC NIEHOYHOA 000N0UKOH, 10 mr
Batch No / B2400016 Batch Quantity / : 955.000 KG/
Cepusa No ObbemM cepuu 955,000 KI'
Analytical Report No / 2002FP24000025 Date of Analysis / 08-01-2024
| AHATTATUYECKMH 0T4eT No JlaTta anaiusa
Date of Manufacture / 12/2023 Date of Expiry / 11/2026
Jlara npousBoacTBa 1'opeH no

11N013283/01 ot 13.07.2023

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

8 | Subdivision of tablets /
OaHOPOAHOCTH Mace NIPH
AejieHuH TabJIeToK

Complies as prescribed /
CooTsetcTBYET TpeOOBAaHUIAM

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 avcrage mass. /
TabneTky COOTBETCTBYIOT —TpeGOBaHUAM,
ecnu He Oosnee 1 eauHuW4Has Macca
OTKJIOHsAETCS 3a mpenensl 85 % - 115 % or
cpenHei MaccCHl. TaGmerku HE
COOTBETCTBYIOT TpedoBanusm, ecin OGonee
yem 1 MHAMBH/YAIbHASL MACCA OTKIIOHAETCS
OT 3TUX npeneyoB  wim, ecaw 1
WHIMBY/yaldbHas Macca OTKJIOHAeTCS 3a
mpenenst 75 % - 125 % ot cpenmeit Macchl.

9 |Microbiological purity* / Muxpo6uoaorayeckas 4yacrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O61mee uncno He 6onee 1000 KOE/r
a3pOGHBIX MUKPOOPraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / OGuiee uucio He 6onee 100 KOE/r
JIPOAOKEBBIX W M1IECHEBBIX

rpn6os

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

OrcyteTBHE B 1 T

Remarlks : The Product confirms to ND/
MIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanmsM HJJ

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 4 of 6

Printed Date & Time (IST):

09-01-2024 09:32:39




CERTIFICATE OF ANALYSIS

CEPTHOPHKAT AHAJIM3A

Product : Cetrine film-coated tablets 1) mg
| [Tpoayxr: TeTpuu, TabneTku, NOKPLITHIC NACHOHHOH 000104 KOH,

10 mr

Batch No / B2400016 Batch Quantity / : 955.000 KG/
Cepus Ne O6bem cepun 955,000 KI'
Analytical Report No / 2002FP24000025 Date of Analysis / 08-01-2024
AwnasaTiaeckuii oTueT Ne JlaTa ananusa

Date of Manufacture / 12/2023 Date of Expiry / 11/2026
Jara npon3BoacTea Tonen no

T1N013283/01 or 13.07.2023

Analysis performed according ND / Ananus npopeaen no HJI: TIN013283/01 dt 13.07.2023 /

]

10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 Dblisters and patient
information leaflet in a carton. / ITo
10 Tabnerok B
TIBX/I1BJ1X//antoMiUHHEBOM

6nucrepe. [lo 2 Gnucrepa BMecTe ¢
MICTPYKUMEH 1O NPUMEHEHUIO

YNAKOBaHb! B Na4Ky KaPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Ttabnetok B
TIBX/TIB/IX//antomuumneBom Gauctepe. TTo
2 win 3 6rEcTepa BMECTE C MHCTPYKLHMEH 110
NPUMEHEHWIO  YIAKOBaHBI B MA4Ky
KAPTOHHYIO.

11 | Labeling / Mapxkuporka

According to ND / B coorsercreun ¢ HJf

12 | Storage conditions /

Xpanenue

At temperature below 25 °C. / TIpu Temneparype He Bbie 23 °C,

13 | Shelf life / Cpok rognocTn

Uncontrolled Copy

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 / IIpogodumcs npou3zeo0uImeseMm npu GblnycKe NEPUOOUYECKU. Ol
kancooii 20-0ii cepuu unu ne aenee 1 pasa é 200. Iloxasamene modcem 6uime ne exmoven 6 Cepmuchuxam

ananuza Hupme.

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykr coorBeTcTBYeT TpeboBanuam HJL

Conclusion : APPROVED /
Bakmouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 5 of 6

Printed Date & Time (IST):

09-01-2024 09:32:39



Uncontrolled Copy
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