Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Product : Cetrine {ilm-coated tablets 10 mg

Tpoaykr: HeTpun, TabieTky, NOKPbIThIE MIeHOUHON 0bonoukoi, 10 mr

Batch No / B2400047 Batch Quantity / : 955.000 KG/
Cepust No Obbem cepuH 955,000 KT"
Analytical Report No / : 2002FP24000124 Date of Analysis / 22-01-2024
AHanATHYeCKHi oTdyeT No Jlata apganusa

Date of Manufacture / 12/2023 Date of Expiry / 11/2026
Jlara npousBo/CcTRa Topen no

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

II1N013283/01 or 13.07.2023

No Test / ITokaszaTenn

Result / PesynnraThl

Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriibie NBOSKOBBIILYKJIbIE
TabJIeTKH, [IOKPHIThIE TUIEHOYHON
060s04KOM Genoro uBeTa, ¢ pUCKOH
Ha 0HO# cTopoHe. la nonepeunom
paspeze sa1po Henoro ugera.

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. / Kpyribie IBOSKOBBITYKIIBIE
TaGJIeTKH, TIOKPBITBIE [IICHOYHOM
obonoukoit Oesoro wanm nourn 6Genoro
LBCTa, C PHUCKOI Ha oaAHOM cropone. lla
nonepe4yHom paspese AApo ot 6enoro 10
noutu 6esoro LBeTa.

Remarks : The Product confirms to ND/

IMpumeyanue: [Ipoaykr coorBeTcTBYeT Tpeboanuam H]I

Conclusion : APPROVED /
Zakimouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Cetrine [ilm-coated tablets 10 mg
TpoaykT: Llerpnt, TabGaeTKN, NOKPbIThIC MIIEHOUHOH 06010uKoH, 10 mr

Batch No / . B2400047 Batch Quantity / 0 955.000 KG/
Cepus No O6BeM cepuu 955,000 KT"
Analytical Report No / : 2002FP24000124 Date of Analysis / : 22-01-2024
Ananutudeckuii oruet No JlaTa ananw3a

Date of Manufacture / . 12/2023 Date of Expiry / . 1172026
JlaTa nponssoacTea T'oaeH g0

TIN013283/01 ot 13.07.2023

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

2 | Identification. Cetirizine / Hoanunnoctsb. lleTupuiuu

1. HPLC/B3XX

Complies as prescribed /
CootsercTBYET 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
(section "Assay"). / Bpems ynepxupaHus
OCHOBHOrO  NWKAa Ha  XpomarorpamMmme
MCTIBITYEMOrO pacrsopa JIOJIKHO
COOTBETCTBOBAaTh BPEMEHH  yIEepPKHUBAHUSA
OCHOBHOTO IHKAa Ha  XPOMAaTorpaMme
pactBopa CTaHapPTHOrO obpasua
UETHPU3HHA rnapoxopuaa (pasnen
«KonuuecTBeHHOE OIpeieICHHUEY ).

2. UV spectrophotometry /
VO-cnekTpodhoToMeTpHA

Complies as prescribed /
CootpercTByeT TpeOOBAHUAM

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®-cnekrpsi
MOTTIOIIEHHs. HCIIBITYEMOTO  pacTBopa H
pacTBOpa CTaHAapTHOrO obpasia
LIETHPU3MHA THAPOXJIOpHAA B 00JacTH OT
200 no 400 HM NOKHBI UMETH MaKCMMYMbI
NOrNIOLWEHUsT MPU OJHOW U TOM XK€ JUIMHE
BOJIHBI € MOIYCTUMBIM OTKJIOHeHHeM =+ 2
HM.

3 | Water / Bona

2.9% wiw /2,9%

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

4 | Uniformity of dosage units /
OaHopoaHOCTD
JO3HPOBAHHA

2.7/2,7

Acceptance value (AV) should be not more
than 15.0 / [lokasarenp TpPUEMIIEMOCTH
(AV) nomxeH 6bITh He bonee 15,0.

Remarks : The Product confirms to ND/

IIpumevanue: [1ponykT cooTBeTcTBYET TpeboBanmaM H]L

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

[Mpoaykr: LeTpuH, TabneTku, NOKPbITHIE MIEHOUHOH 060soukoit, 10 mr

Batch No / B2400047 Batch Quantity / : 955.000 KG/

Cepus No O06beM cepuu 955,000 KI'

Analytical Report No / ¢ 2002FP24000124 Date of Analysis / 22-01-2024

ABanuTHUYecKMii oTueT Ne JlaTa aHaiaH3a

Date of Manufacture / 12/2023 Date of Expiry / 1172026
 Jlata npoussoacTBa Topex oo

Analysis performed according ND / Ananus nposeaen no HII: TTN013283/01 dt 13.07.2023 /
TIN013283/01 ot 13.07.2023

5

Dissolution / PacTBopenne

Unit-1/ Ta6mn.-1 100%
Unit-2 / Tabn.-2 101%
Unit-3 / Tabn.-3 101%
Unit-4 / Tabn.-4 98%
Unit-5 / Tabn.-5 100%
Unit-6 / Ta6n.-6 102%

Not less than 80% (Q) of the labeled amount
of C2| H25C1N203 -2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) or HOMMHANBLHOrO coaepKaHUs
C,1H,5CIN,O53-2HCI (ueTHpU3HHA
Jrugpoxiiopun) depes 30 Mumn.

Related Impurities by HPLC/
Poxcreennble npuMecH

Impurity A / TTpumecs A

Impurity B / [1pumect B

Impurity C/ Tpumecs C

Impurity D / TTpumecs D

Impurity E / [1pumecs E

Impurity F / TIpumecs F

Any individual unidentified
impurity / JhoGas eauHuuHas

Less than LOQ (LOQ = 0.019%) /

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

Hrke mpepena KOMHYECTBEHHOTO
orpeaenenus ([1IKO = 0,019%)

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

Less than LOQ (LOQ =0.010%) /

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

Huxe npepena xonmyecTBeHHOr0

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

onpenenenus (TTKO = 0,010%)
Not detected / He oOHapyKeHa

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

Not detected / e obrapyskeHa

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

0.05% / 0,05%

Not more than 0.2 % / He G6osee 0.2 %

HeH,E[eHTquHHHpOBaHHaﬂ Not detected / ne 06Hapy)KeHa
TpUMeCh 0.07% / 0,07%
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
Cymma mprmeceit

7 | Assay / KonndecTBenHoe 10.03 mg / 10,03 mMr Not less than 9.0 mg and not more than 11.0
onpegelenne 100.3% / 100.3% mg C,1Hy5CIN,O5-2HCl (cetirizine

dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr ao 11,0 mr
C51HysCIN,O3-2HCI (ueTHpusnna
auruapoxiopun) B tabnerke (ot 90 % no
110 % OT HOMMHANBLHOTO COAEPHKAHUN).

Remarks : The Product confirms to ND/
ITpumeuanne: IIponykr coorpeTcTBYeT TpeboanusM HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Printed Date & Time (I1ST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

Nlposykr: LlerpuH, TabneTkn, NOKPhIThie NICHOYHOH 060104K0#H, 10 Mr

Batch No / B2400047 Batch Quantity / : 955.000 KG/
Cepust Ne Obbem cepuu 935,000 KT"
Analytical Report No / : 2002FP24000124 Date of Analysis / 22-01-2024
AnamaTHueckiii otyer Ne Jlata ananmusa

Date of Manufacture / 12/2023 Date of Expiry / 11/2026
Jara npoussojacisa T'onen no

Analysis performed according ND / Ananns nposeaet no HJ: TTN013283/01 dt 13.07.2023 /

I[1N013283/01 or 13.07.2023

8 | Subdivision of tablets /
OmuopoguoeTs Mace MpH
JeJICHHH TA0JIeTOK

Complies as prescribed /
CoOTBETCTBYET TPeOOBAHMAM

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 —TpebOBaHMAM,
ecniu He Oonee | eauHuunas macca
oTKIoHseTeA 3a mpenensl 85 % - 115 % or
cpenHeit MacCEL. Tabnerxu He
COOTBETCTBYIOT TpeboBaHUsIM, ecamn Oosee
yeM 1 MHAMBHOYaNbHAS Macca OTKAOHAETCS
OT 3THX npeaesoB  wiu, ecau 1
UHAMBUAYyaJbHAsS Macca OTKJIOHSETCsS 3a
npeznenst 75 % - 125 % ot cpexneii Macchl.

9 |Microbiological purity* / Mukpo6uonorayeckan yncrora*®

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O611iee umcio He 6onee 1000 KOE/r
a3po0HbIX MHKPOOPraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O6ee yucno He 6onee 100 KOE/r
JIPOAOKEBBIX U TJIECHEBbIX

rpuboB

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

OtcytctBue B 1

Remarks : The Product confirms to ND/
Ilpumeuanne: [Iponykr coorBeTcTBYeT TpeboBanusaM HJT

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Page 4 of 6
Printed Date & Time (IST): 24-01-2024 08:45:11

Printed By: K Narayana Swamy




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
| TIpojywer: Tierpun, 1abneTku, noKpeirsie naeHouHol obonotkoi., 10 mr

Batch No / B2400047 Batch Quantity / : 955.000 KG/
Cepusn No Ob6beM cepuu 955,000 KT"
Analytical Report No / . 2002FP24000124 Date of Analysis / 22-01-2024
Ananmuruueckuii otdet No Jata aHanuza

Date of Manufacture / 12/2023 Date of Expiry / 11/2026
Hara npoussoicisa T'opeH no

Analysis performed according ND / Ananus npoeeaen no HZ: ITN013283/01 dt 13.07.2023 /
I1N013283/01 or 13.07.2023

10

Packaging / Ynakoska

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient

information leaflet in a carton. / ITo
10 TabneToK B
TIBX/T1IBJAX//amoMunueBom

6nuctepe. [lo 2 Gnucrepa BMecTe ¢
MHCTPYKUMCH 10  MPUMCHEHHUIO
yNaKoBaHbl B NAUKy KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Tlo 10 Ttabnerox B
TIBX/TIBJIX//amomunuesom 6Gaucrepe. Tlo
2 my 3 GrKcTepa BMECTE C MHCTPYKLHEH 110
IPUMCHEHUIO  YMAKOBaHLI B MAuKy
KAPTOHHY!O,

11 | Labeling / Mapxkupogka According to ND / B cootsercrenu ¢ HJI

12 | Storage conditions / At temperature below 25 °C. / Tlpu Temneparype He Boitue 25 °C.
XpaHenue

13 | Shelf life / Cpox rognocrn 3 years/3 roaa

*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 npouseoduinenem npy ulnycie RepUoOUiecKu. ons
kaxeoot 20-oi cepuu uny e menee 1 pasa 6 200. loxasamens moxcemn Goimes ne exmoven 8 Cepmudhuxam

aHanu3a upmeL.

Remarks : The Product confirms to ND/
Hpnmevanne: llpoaykT coorBercTBYET TpeboBanusm HJ[

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

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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