Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A

Product : Cetrine {ilm-coated tablets 10 mg

Iponykr: IetpuH, TabaeTky, MOKPbIThIC NACHOUHOK 0bonoukoi, 10 mr

Batch No / ;. B2400015 Batch Quantity / : 955.000 KG/
Cepus Ne O0nem cepuu 955,000 KT'
Analytical Report No / . 2002FP24000024 Date of Analysis / . 10-01-2024
ABanuTndeckuii oTaer Ne Jlara ananusa

Date of Manufacture / o 1272023 Date of Expiry / . 1172026
Jlara npon3BOACTBA Tonex no

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

TIN013283/01 ot 13.07.2023

Ne Test / Iloxkaszarean

Result / PesynbTarst

Specification / Hopma

1 | Description / Onucanne White colored, round, biconvex film- | White or off-white colored, round, biconvex

coated tablets with a break line on
one side. White core on cross section. | side. White to off-white core on cross
/ Kpyrible NBOAKOBBINYKITBIE

TabNeTKH, ITOKPBIThEE TIIEHOYHOM
oGoJioukom Genoro ugera, ¢ PUCKOH obonoukoit Oesoro unnM  nourn  GeJIOro
Ha 0HOI cTopoHe. Ha nonepeyHom LBETA, C PUCKOA Ha 0AHOI cropoHe. Ha
paspese sapo 6enoro LpeTa.

film-coated tablets with a break line on one
section. / Kpyribsle JABOAKOBBHITYKIIbIE

TabJIeTKH, TIOKPBITEIE TUIEHOYHOU

nonepeyHoM paspese aapo or Oenoro Ao
noutu 6eNoro 1BeTAa.

Remarks : The Product confirms to ND/

IIpumeyanne: [Iponykr coorBeTcTBYET TpeboBansIM HJI

Conclusion : APPROVED /
3akaiodenne: OJJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
Ipoaykr: Lerpu, TabneTky, NOKPbITbIE MJICHOYHOH 0bonoukoi, 10 mr

Batch No / : B2400015 Batch Quantity / : 955.000 KG/
Cepust No Ob6bem cepun 955,000 KT"
Analytical Report No / - 2002FP24000024 Date of Analysis / . 10-01-2024
AnanuTudeckiii otyeT Ne Jlara aHanu3a

Date of Manufacture / - 12/2023 Date of Expiry / o 1172026
JlaTa npon3soncTea T'oaeH a0

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

IIN013283/01 or 13.07.2023

2 | Identification. Cetirizine / llopauunocrs. Ilernpusnn

1. HPLC/B2XX

Complies as prescribed /
CooTtsercTBYET TpeOOBaHHAM

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 ypepxuBanus
OCHOBHOIO TMKa HAa  Xpomarorpamme
UCIILITYEMOTO pacTBopa JIOJKHO
COOTBETCTBOBATE BPEMEHH  YAEPKHUBAHHA
OCHOBHOTO THKa Ha  XpoMaTorpaMme
pacreopa CTaHapTHOro obpasua
LETHPU3UHA ruapoxIopraa (paznen
«KonyuecTBeHHOE OIIpeaeNICHNEY ).

2. UV spectrophotometry /
VD-cniekTpooTOMETPHS

Complies as prescribed /
CooTBeTCTBYET TpeGOBAHIAM

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 42 nm. / VY®d-cnekrpsl
NOTTIOMIEHHST MCIBITYEMOTO  pacTBopa H
pactBopa CTaHOAPTHOrO obpasia
LETUPU3NHA TUOPOXIOpHIA B 00MacTH OT
200 po 400 HM AOMKHBI UMETb MAKCUMYMBbI
NOrNOWCHMS NPU OJHON W TOH K& AJMHE
BOJHEI C JONYCTUMEIM OTKJIOHEHHEM =+ 2
HM.

3 | Water / Boaa

2.9% wiw /2,9%

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

4 | Uniformity of dosage units /
OaHopoaHOCTD
J03HPOBAHHA

4.7/4,7

Acceptance value (AV) should be not more
than 15.0 / [loxazarenps mNpUEMIIEMOCTH
(AV) nomxken 6b1Th He Gonee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanue: [IponykT coorsercrayeT TpeboaHusM HJL

Conclusion : APPROVED /
Zakmouenue: OJTOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

TTpoaykr: LleTpuH, Tabnerky, NOKPbIThIC 11€HOUHOH 06004KOH, 10 Mr

Batch No / B2400015 Batch Quantity / ¢ 955.000 KG/
Cepus Ne Ob6bem cepuu 955,000 KI'
Analytical Reporl No / 2002FP24000024 Date of Analysis / 10-01-2024
Ananutrueckuii oryet Ne JlaTta ananguza

Date of Manufacture / 12/2023 Date of Expiry / 11/2026
Jlata npoH3BOACTBA Tonen no

Analysis performed according ND / Ananns nposeaen no H/I: TI N013283/01 dt 13.07.2023 /

1 N013283/01 ot 13.07.2023

5 | Dissolution / PacTeopenune

Unit-1/ Tabn.-1 100%
Unit-2 / Tabn.-2 102%
Unit-3 / Tabn.-3 100%
Unit-4 / Tabn.-4 104%
Unit-5 / Tabn.-5 100%
Unit-6 / Tabn.-6 102%

Not less than 80% (Q) of the labeled amount
of  C,HyCIN,O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMMHANLHOrO comepIKaHus
C2| H25C1N203 -2HCl (I_[eTI/IpI/ISI/IHa
auruapoxiopun) yepes 30 Mun.

6 |Related Impurities by HPLC/
PO}.'[CTBeHHble NpuMeCcH

Impurity A / [Tpumecs A

Impurity B / [Ipumecs B

Impurity C/ TTpumecs C

Impurity D / TTpumecs D

Impurity E / [1pumecs E

Impurity F / TIpumecs F

Any individual unidentified
impurity / JltoGas equHuuHas
HeHJIeHTHQUIIMPOBAHHAS
MPHUMECH

Not detected / He oOHapyxeHa
Not detected / He obHapyxeHa

Less than LOQ (LOQ = 0.017%) /
Hwke npepena KOJHYECTBEHHOTO
onpeaenenus ([IKO = 0,017%)

Not detected / He o6HapyxeHa
0.04% / 0,04%

Less than Limit of Detection (LOD =
0.015%) / Huxe npenena
ob6Hapyxenus (ITO = 0,015%)

0.07%/0,07%

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 %

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

Total impurities /
CymmMma npumecei

0.1%/0,1%

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

7 | Assay / KonuuecrBenHoe
onpeaesicHue

10.00 mg / 10,00 mr
100.0% /100,0%

Not less than 9.0 mg and not more than 11.0
mg C21H25C]N203 -2HCl (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr no 11,0 mr
C,1Hy5CIN,O5-2HCI (uerupusrHa
auruapoxiopua) B Tabnerke (ot 90 % no
110 % oT HOMHHAJIEHOTO COIEpPIKAHMA).

Remarks : The Product confirms to ND/
IIpnmeuanue: [1ponykr coorBeTcTBYET TpeboBaHusM HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST):

12-01-2024 16:45:42




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTHM3A

Product : Cetrine film-coated tablets 10 mg
TTpoayxr: LleTpuH, Tabierky, NOKPhIThIE Nj1eH04Hol obonoukoi, 10 Mr

Batch No / B2400015 Batch Quantity / 1 955.000 KG/
Cepus Ne O6bem cepuu 955,000 KI'
Analytical Report No / 2002FP24000024 Date of Analysis / 10-01-2024
Ananurnieckui oryer Ne JlaTa aHanu3za

Date of Manufacture / 12/2023 Date of Expiry / 11/2026
JlaTa nponzBojaCTBa ToacH o

Analysis performed according ND / Ananms nposeaet no HJI: TTN013283/01 dt 13.07.2023 /
I1N013283/01 or 13.07.2023

8

Subdivision of tablets /
OanopogHocTL Mace MpH
aeJieHun Ta0IeToR

Complies as prescribed /
CooTBeTCTBYET TPpeOOBAHMIM

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, /
Tabnerkd COOTBETCTBYIOT — TpeGoBaHUAM,
ecny He Oonee 1 eauHuuHas wmacca
OTKJIOHsETCs 3a mpepensl 85 % - 115 % or
cpenHeit MAacCCEHI. TaGnerku He
COOTBETCTBYIOT TpeOOBaHUsIM, ecau Gonee
yeM 1 MHAMBMyaNbHAs Macca OTKIOHSETCS
OT 3TMX mnpepenos  wim, ecnu 1
UHIOWBUAYyaJbHAas Macca OTKIOHSETCS 3a
npenenst 75 % - 125 % ot cpenneii Macchl.

Microbiological purity* / Mukpo6uonorudeckas Yacrora®

a) Total Aerobic Microbial
Count / O61mee ynciio
aspoBHbIX MUKPOOPraHM3MOB

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

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast and
moulds count / OGee umucno
JIPOAOKEBBIX M TJ1IECHEBbIX
rpuboR

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

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

¢) Escherichia Coli

Absentin 1g/
OrcyTcTByeTB 1T

Shell be absentin 1 g/
OtcytctBue B 1 r

Remarks : The Product confirms to ND/
Ipameyanue: I1ponykT cooTBeTcTBYeT TpeboBaHuaM HJI

Conclusion : APPROVED /
Baxmouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 4 of 6

Printed Date & Time (IST):

12-01-2024 16:45:42




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJWU3A

Product : Cetrine film-coated tablets 10 mg

Mpoayxr: LeTpun, TabaeTky, NOKpPhITEIE NAEHOYHOH 06010uKOH, 10 M

Batch No / B2400015 Batch Quantity / © 955.000 KG/

Cepust Ne Obbem cepum 955,000 KT"

Analytical Report No / 2002FP24000024 Date of Analysis / 10-01-2024

AHanuTndeckuii oTdeT No Jlata ananmnza

Date of Manufacture / 12/2023 Date of Expiry / 11/2026
[aTa NPOH3BOACTBA Toaeun no

Analysis performed according ND / Ananus nposeaen no HII: TT N013283/01 dt 13.07.2023 /
IIN013283/01 or 13.07.2023

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. / TTo |in a carton. / TIlo 10 Tabnetox =
10 TabneToK 8 | [IBX/TIBJIX//amomunueBom Gaucrepe. Tlo
NBX/IBAX//amoMunueBoM 2 wnu 3 GnHCTEepa BMECTE ¢ MHCTPYKLKEH 110
Gmacrepe. [lo 2 Gaucrepa BMeCTe ¢ | MIPUMEHEHMIO — YMAKOBAHBI B MAYKy
AHCTPYKLUMEH [0  NPUMEHEHHUIO | KAPTOHHY!IO.
yMaKOBaHbI B MaYKy KapTOHHY!O.

11 | Labeling / MapkupoBka According to ND / B coorsercTBumn ¢ H/J

12 | Storage conditions / At temperature below 25 °C. / Tlpu temneparype He Boiue 25 °C,

XpaneHue
13 | Shelf life / Cpok roguocTn 3 years /3 ropa

*Test is performed periodically with the interval of | from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / [Ipogodumica npouzgooumenem npu Guinycre nepuooOuecku. o
kaxcdoti 20-0t cepuu uni ne menee 1 pasa ¢ 200. Ilokazamens mosicemn boime He exmoven & Cepmugurxam

ananuza Qupmnl.

Remarks : The Product confirms to ND/
IIpamevanue: [Ipooykrt coorBeTcTBYET TpeboBanusm HJ[

Conclusion : APPROVED /
3akmouenne: OIOBPEHO

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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