CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3IA

Product : Cetrine film-coated tablets 10 mg
| Hpomyx: LletpuH, TableTky, ITOKPBITbIE TIICHOMHON obonoukoit, 10 Mr

Batch No / B2303941 Batch Quantity / : 955.000 KG/
Cepust Ne O6nem cepun 955,000 KI'
Analytical Report No / 2002FP23002774 Date of Analysis / : 30-11-2023
AHanpuTHueckuit otyet Ne Jlata aHanuza

Date of Manufacture / : 11/2023 Date of Expiry / :10/2026
Jara nponsBoicTBa T'onen 1o

Analysis performed according ND / Ananus nposezen o HJI: TTN013283/01 dt 13.07.2023 /
TTN013283/01 ot 13.07.2023

Uncentrolled Copy

Ne

Test / ITokazaTean

Result / Pe3yabTaThl

Specification / Hopma

1

Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrible ABOSKOBBITYKIIbIE
TabJIETKHM, OKPBITHIE THIEHOYHOM
oGostoukoii Genoro upeta, ¢ pucKoit
Ha OJHOM cTopoHe. Ha nonepeutiom
paspese 11po Genoro uBera.

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. / Kpyrasie IBOSKOBBIMyKIbIE
TabneTKH, TTOKPBITHIE NNEHOYHOMN
o0onoukoii 0enoro WIM MOuYTH Oeyoro
LUBETa, C PHUCKON Ha OAHOUW cropoHe. Ha
MOTEpEYHOM paspese sIpo oT 6enoro A0
MoYTH OEJTOTO LIBETA.

Remarks : The Product confirms to ND/
IIpumeuanne: I1poayKT cooTBeTcTBYET TpeGoBanusM HJI

Conclusion : APPROVED /
3axmovyenune: OJIOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
| [Ipoaykr: LleTpyH, TabNeTKH, MOKPLIThIE MINICHOYHOM obonoukoi, 10 Mr

Batch No / . B2303941 Batch Quantity / : 955.000 KG/ o
| Cepnst Ne O61BeM cepuu 955,000 KT"

Analytical Report No /  2002FP23002774 Date of Analysis / : 30-11-2023

Ananutuyeckuii otyeT Ne Jlara aHanuza

Date of Manufacture / 1 11/2023 Date of Expiry / ¢ 10/2026

Jara nponsBoacTBa Tonen no

ITN013283/01 ot 13.07.2023

Analysis performed according ND / Aranus nposeaen o HJI: TT N013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / IlogauaHocts. lleTupu3nH

1. HPLC/B2XX

Complies as prescribed /
CooTreTcTBYeET 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 ynepxusaHus
OCHOBHOT'O TTHKa Ha XpoMaTtorpaMmme
UCHBITYCMOT'O pacTtBOpa JOJIDKHO
COOTBETCTBOBATL BPEMEHH  yJIep>KHUBaHHSA
OCHOBHOTO TTHKa Ha XpomMartorpaMmme
pacTBOpa CTaHAapTHOI'O 06pa3ua
HCTHPH3HHA THAPOXJIOpHOa (pﬂG)ICJ'[
«KomnyecTBeHHoe onpeneneHHe»).

2. UV spectrophotometry /
Y®-criekrpodoromeTpys

Complies as prescribed /
CooteercTRyeT TpeGoBaHHIM

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®-chekrpsl
[OMJIOLIEHUs UCIBITYEMOrO  pacTBopa U
pacTBopa CTaHAAPTHOTO o6pasua
UETHPH3KHA THUAPOXJIOpHAa B 00MacTH OT
200 no 400 HM HOJKHBI UIMETH MAKCUMYMbI
TIOTTIOIEHNs] TIPH OJHOW M TOM Xe JUIMHe
BOJIHBI C JIONYCTHUMBIM OTKJIOHEHHEM =+ 2
HM.

3 | Water / Boga

3.9% wiw /3,9%

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

4 | Uniformity of dosage units /
OanopoanocTs
JO3NPOBAHUSA

227272

Acceptance value (AV) should be not more
than 15.0 / TlokazaTens TNpHEMIIEMOCTH
(AV) momxen 661Th He 60mee 15,0.

Remarks : The Product confirms to ND/

IIpnmeuanne: IpoaykT cooTBeTcTBYET TpeboBanmsM HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST): 30-11-2023 17:30:07




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJN3A

“Product : Cetrine film-coated tablets 10 mg

lpopyxt: LleTpuH, TabICTKH, MOKPLIThIE TUIEHOYHOH 0bonodkoi, 10 Mr

Batch No / B2303941 Batch Quantity / : 955.000 KG /
Cepus Ne O6veM cepru 955,000 KI'
Analytical Report No / 2002FP23002774 Date of Analysis / 30-11-2023
AuHanutuyeckuii otyeT Neo Jlata aHanuza

Date of Manufacture / : 11/2023 Date of Expiry / 10/2026
Jara riponsBoacTsa Tonen o

Analysis performed according ND / Awamus nposeznen mo HZ[: TTN013283/01 dt 13.07.2023 /
TTNO013283/01 ot 13.07.2023

Not less than 80% (Q) of the labeled amount

S | Dissolution / PacTBopenne Unit-1/ Ta6n.-1 100%
Py B o of C2|H25C1N203'2HC1 (Ceti]'iZine
UL { Datpres 98% | dihydrochloride) after 30 min. / He memee
Unit-3 / Ta6n.-3 99% 80 % (Q) OT HOMMHAIILHOTO comepkKaHNs
Unit-4/ Ta6n.-4 100% C21H25CIN203'2HC] (ue’mpmnﬁa
muraapoxiopnn) yepes 30 Mun.
Unit-5/ Ta6n.-5 98%
Unit-6 / Tabn.-6 98%
6 |Related Impurities by HPLC/
PoacreeHnbie npumMecH
Impurity A / Tlpumecs A Not detected / e o6HapyskeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity B / ITpumecs B Less than LOQ (LOQ =0.010%) / Not more than 0.2 % / He 6omnee 0,2 %
: Hrke ripeena KOJMYECTBEHHOTO
Impurity C/ IIpumecs C onpezenenus (KO = 0,010%) Not more than 0.2 % / He 6onee 0,2 %
Impurity D / Ilpumecs D Not detected / He oGrapysena Not more than 0.2 % / He 6omnee 0,2 %
Impurity E / IIpumecs E Not detected / He o6Hapyxena Not more than 0.2 % / He Gonee 0,2 %
Impurity F / TTpumecs F Less than Limit of Detection (LOD = Not more than 0.2 % / He 6omnee 0,2 %
Any individual unidentified | 0.-008%)/ Hnxe npenena Not more than 0.2 % / He 6onee 0,2 %
impurity / JTio6as cauununas | o0napyxkenus (HO = 0,008%)
HeUIeHT(PUUUPOBAHHAR Less than Limit of Detection (LOD =
HpAMech 0.015%) / Huxe npenena
obnapyxenus (ITO = 0,015%)
0.09% / 0,09%
Total impurities / 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %
CyMMa nipumeceit
7 | Assay / KontnvecTBenHOe 10.12mg/ 10,12 mr Not less than 9.0 mg and not more than 11.0

onpeaejeHue

101.2% /101,2%

mg C,H,5CIN,O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C,,H,5CIN,O5 2HCI (ueTHpHzHHA
ouruapoxyiopua) B tadnmerke (ot 90 % no
110 % oT HOMMHAJIBHOT'O COTePIKAHMS).

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBeTcTBYET TpeGoBaHusM HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST):

30-11-2023 17:30:07




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

moduct : Cetrine film-coated tablets 10 mg

Mponyxt: [leTprH, TabICTKH, MTOKPLITHIC TNICHOYHOH obomoukoH, 10 mr

Batch No / B2303941 Batch Quantity / : 955.000 KG/
Cepus Ne O6b1LeM cepun 955,000 KI'
Analytical Report No / 2002FP23002774 Date of Analysis / 30-11-2023
Ananuruueckuii otyer Ne JlaTa ananuza

Date of Manufacture / 11/2023 Date of Expiry / 10/2026
Jara npousBoacTBa T"oneH no

1TN013283/01 or 13.07.2023

Analysis performed according ND / Ananus mposexen o H/: TTN013283/01 dt 13.07.2023 /

8 | Subdivision of tablets /
OauHopoanocTL Mace pu
JleJIeHHH TA0JIETOK

Complies as prescribed /
CooTBeTcTBYET TPeOOBAHWSIM

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. /

TabmeTkn COOTBETCTBYIOT —TpeboBaHMAM,
e wWe Oonee 1 emMHMunas  wMacca
OTKJIOHAETCA 3a npeaenbl 85 % - 115 % ot
cpeHen MAcChlI. Tabnerxu HE

COOTBETCTBYIOT TpeGOBaHUSIM, eciu Oornee
yeM | WHAUBUAYaAIbHAs Macca OTKIIOHSETCS
OT O9THUX TpemeNioR UnM, e |
WHAMBUYyalbHasg Macca OTKIIOHAEeTCS 3a
nipenensl 75 % - 125 % oT cpeHeit Maccl.

9 [Microbiological purity* / MakpoGHonornyeckas YHeToTa*

a) Total Aerobic Microbial
Count / Obuiee yucito
a3poOHBIX MUKPOOPraHMu3MOB

Not Applicable

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

b) Total Combined Yeast and
moulds count / O61uee uncno
JIPOAOKEBBIX U TIECHEBBIX
TpuboB

Not Applicable

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

¢) Escherichia Coli

Not Applicable

Shell be absentin 1 g/
Orcyrcrere B I 1

Remarks : The Product confirms to ND/

IIpumeuanne: IpoaykT cooTBeTCTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Jakawuenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

Mponyxr: LleTpuH, TabIcTKH, NTOKPBITLIC TNICHOYHOH 06onouKoi, 10 Mr

Batch No / B2303941 Batch Quantity / : 955.000 KG/

Ccpust Ne Ob61emM cepuu 955,000 KI'

Analytical Report No / 2002FP23002774 Date of Analysis / 30-11-2023
| AnanuTuueckuit oryer Ne Jara aHanusa

Date of Manufacture / 0 11/2023 Date of Expiry / 10/2026

Jara mpon3BoacTBa ozen 1o

Analysis performed according ND / Ananus nposezer o HJI: TTN013283/01 dt 13.07.2023 /

[TNO013283/01 ot 13.07.2023

10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / Ilo
10 TabreTok B
TIBX/TIB I X//antoMuHHEBOM
6mucrepe. Ilo 3 Gmucrepa BMecTe ¢
MHCTPYKIIMEH 110  [PUMEHEHHIO
YITaKOBaHbI B TAYKY KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerox B
MBX/TIBJIX//antomunnesom 6Gructepe. Ilo
2 wnn 3 BnucTtepa BMECTE C MHCTPYKUHKEHN 110
TIPUMEHEHHUIO  YIaKoBaHBI B TauKy
KapTOHHYIO.

11 | Labeling / MapkupoBka

According to ND / B cooreetcteyn ¢ HJJ

12 | Storage conditions /
Xpanenue

At temperature below 25 °C. / Ilpu Temmniepatype He Bbime 25 °C,

13 | Shelf life / Cpox rognocTn

3 years/ 3 rona

Uncontrolled Copy

*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 / IIposodunics npouzgooumenem npu 8blNycKe NePUoOUYecKi. Ons
kaoicoou 20-01i cepuu unu ne menee 1 paza 6 200. IHoxazamens ymogicem Ovimo He gxnmoven 6 Cepmugpuxam

ananuza gupmi.

Remarks : The Product confirms to ND/
TIpumeuanue: [IpoaykTt cooTBercTBYET TpeboBanusm HJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Uncontrolled Copy
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