Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIW3A

Product : Cetrine film-coated tablets 10 mg
[poaykT: TleTpuu, TabNeTKH, MOKPHITLIC CHOUHOH 060/104K0#H, 10 Mr

Batch No / B2303500 Batch Quantity / 955.000 KG / T
Cepust Ne Ob6bem cepuu 955,000 KI"

Analytical Report No / 2002FP23002496 Date of Analysis / © 28-10-2023

Ananutuueckudi otuet Ne JlaTa ananuza

Date of Manufacture / 09/2023 Date of Expiry / ¢ 08/2026 T
JlaTa npoH3BoACTBa T'onen po

Analysis performed according ND / Ananus nposeaen no HJI: TIN013283/01 dt 13.07.2023 /
I1N013283/01 ot 13.07.2023

No

Test / Ilokaszareanp

Result / Pe3yabTaTnl

Specitication / Hopma

1

Description / Onucanue

White coloted, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriible JBOSIKOBBINYKIILIE
TabJaeTKy, MOKPHITHIE ITIEHOYHOR
060s104K0# OGenoro usera, ¢ pUCKOH
Ha oaHOM cropone. Ha nonepeuHom
paspese sapo 6enoro upera.

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. / Kpyrisle IBOSKOBBITYKIbIE
TabNeTKH, MIOKPBITHIE [JIEHOYHOM
00onoukon  0enoro unnm 1oyt Genoro
ugera, ¢ pUCKOW Ha 0AHOM cropone. Ha
nonepe4Hom paspese aapo or Genoro o
noutu 6enoro LBeTa.

Remarks : The Product confirms to ND/

Hpumeuanne: [Iponykr cooTBeTcTBYeT TpeboBanusam H/]

Conclusion : APPROVED /
Sakmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHIKAT AHAJM3A

Product : Cetrine film-coated tablets 10 mg

lpoaykr: LerpuH, TabneTky, NOKPbITHIE

nieHo4YHOH 0bonoukoi, 10 mr

Batch No / . B2303500 Batch Quantity / . 955.000 KG/
Cepus Ne Obbem cepum 955,000 KI'
Analytical Report No / : 2002FP23002496 Date of Analysis / ¢ 28-10-2023
Ananutudeckuii otuet Ne Jlata ananusa

Date of Manufacture / 09/2023 Date of Expiry / : 08/2026
Jara npou3BoAcTBa T'onex no

Analysis performed according ND / Ananus nposeaex no H/I: TTN013283/01 dt 13.07.2023 /

ITN013283/01 ot 13.07.2023

2 | Identification. Cetirizine / Hoaauunoctn, IleTupnznun

1. HPLC/BD2XX

Complies as prescribed /
CootgeTcTBYeT TPeOOBAHHAM

The retention time of the main peak in the
chromatogram of test solution should
comply with the rctention time of the main
peak in the chromatogram of Cetirizine
Hydrochloride reference standard solution
(section "Assay"). / Bpems ynepxuBaHus
OCHOBHOIO MHKa HA  XpOMarorpamme
MCIBITYEMOFO pacTBopa JIOJDKHO
COOTBETCTBOBaTh BPEMEHH  y/epP)KUBaHHs
OCHOBHOTO THMKAa HAa  XPOMAaTOTpaMMe
pacteopa CTaHAapTHOro obpazua
LUETHPU3HMHA ruapoxJopuaa (pasznen
«KonuyecTBeHHOE ONPEACTEHHED).

2. UV spectrophotometry /
YD-cniekTpodhoToMeTpHs

Complies as prescribed /
CootBercTBYeT 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®-cnekrpsl
NOITIOMEHHs MCIBITYEMOTO  pacTBopa U
pacTBOpa CTaHIapTHOrO obpasua
HETUPU3NHA THOPOXIOpHAa B 00TAaCTH OT
200 no 400 HM AODKHBI UMETH MAKCUMYMblI
MOrNOWEHUST NMPU OJIHOM M TOW XK€ AJIMHE
BOJIHBI C JONYCTUMBIM OTKJIOHEHHEM =+ 2
IIM.

3 | Water / Boaa

3.4% wiw / 3,4%

Not more than 8.0 % / Lle 6osce 8,0 %

4 | Uniformity of dosage units /
OanopoaHocTh
JO3UPOBAHIA

16/1,6

Acceptance value (AV) should be not more
than 15.0 / [loxasarenr mNpUEMIEMOCTH
(AV) nomxen 6b1Th He 6onee 15,0.

Remarks : The Product confirms to ND/

TIpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanmssM HJT

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 6

Printed Date & Time (IST): 28-10-2023 21:08:54




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOPHUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

Tpoaykr: LleTpuH, TaGNETKH, MOKPbITHIE NJICHOYHOH 060104KOH, 10 Mr
Batch No / B2303500 Batch Quantity / 1 955.000 KG/
Cepust Ne O6beM cepun 955,000 KI"
Analytical Report No / 2002FP23002496 Date of Analysis / 28-10-2023
AnanutHdeckyii ordyet Ne JlaTa ananu3za
Date of Manufacture / 09/2023 Date of Expiry / 08/2026

| JlaTa npoussoacTea T'onen no

I1N013283/01 or 13.07.2023

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

PO[(CTBeHHble IpUMECH

5 | Dissolution / PacTBopenne Unit-1 / Tabn.-1 98% Not less than 80% (Q) of the labeled amount
- = of  C,;H,sCIN,O5-2HCI (cetirizine
Unit-2 / Ta6a.-2 20 dihydrochloride) after 30 min. / He menee
Unit-3 / Tabn.-3 99% 80 % (Q) or HOMHHANLIIOTO coacpxaHUs
. C21H,5sCIN,O4-2HCI (uetupuzuHa
. o
Unit-4 / Tabn.-4 98% JUrHApoxJopun) iepes 30 MuiI.
Unit-5 / Tabn.-5 99%
Unit-6 / Ta6n.-6 97%
6 |Related Impurities by HPLC/

Impurity A / TTpumecs A

Impurity B / Ilpumecs B

Impurity C/ TTpumecs C

Impurity D / TTpumecs D

Impurity E / [lpumecs E

Impurity F / IIpumecs F

Any individual unidentified
impurity / Jlio6as enMHuvHas
HeWJICHTHOHUIUPOBAHHAS
TIPUMECH

Less than Limit of Detection (LOD =

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

0.005%) / Huxe npenena
obnapyxenus (I10 = 0,005%)

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

Less than LOQ (LOQ = 0.010%) /

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

Hwxe npeaea KoJM4YeCTBEHHOrro

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

onpenenenus (TTKO = 0,010%)
Less than Limit of Detection (LOD =

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

0.006%) / Huxxe npeaena

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

obnapyxenust ([10 = 0,006%)

Not detected / He o6HapyxeHa
Not detected / He o6HapyxeHa
Not detected / He obHapykeHa
0.09% / 0,09%

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 npumecei

7 | Assay / KoaudecTBennoe 9.99 mg /9,99 mr Not less than 9.0 mg and not more than 11.0
onpeneneHue 99.9% /99.9% mg C,1H,5CIN,O4-2HCI (cetirizine

dihydrochloride) in tablet (between 90% and
110% of label claim)./ Or 9,0 mr no 11,0 mr
C,1H,5CIN,O5-2HCI (ueTupn3uHa
guruapoxitopun) B Tabnmerke (ot 90 % no
110 % OT HOMMHAJILHOTO COICPIKAHUS ).

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykr coorBercTByeT TpeboanusM HJL

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST):

28-10-2023 21:08:54




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHRHKAT ATAJIIZA

Product : Cefrine film-coated tablets 10 mg

| Tpoaykr: Llerpun, Tabnerkn. HOKPbITHIE NieHOuHOH 06oa0ukoi, 10 mr

Batch No / B2303500 Batch Quantity / : 955.000 KG/

Cepust Ne Obbem cepuu 955,000 KI'

Analytical Report No / 2002FP23002496 Date of Analysis / 28-10-2023 i
ApanuTryeckui otdeT Ne Jlata aanusa

Date of Manufacture / 09/2023 Date of Expiry / 08/2026

Hata npoussoiacTsa Toaex no

I1N013283/01 ot 13.07.2023

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

8 | Subdivision of tablets /
O)]HO[)OIIHOCTB Mace ll[)ﬂ

AeJIeHHH TA0JIeTOK

CooTBeTcTBYET TpeOOBAHUIM

Complies as prescribed /

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 outsidc the limits
of 75 % to 125 % of the average mass. /
TabneTkd COOTBETCTBYHOT — TpeGOBaHUAM,
ecny  He Oonee 1 eavHMunas  macca
OTKIOHsEeTCA 3a mpenensl 85 % - 115 % ot
cpenaHei Macchl. Tabmerku He
COOTBETCTBYIOT TpeOoBaHUsAM, ecin 6osee
uyeM 1 nHaMBUAYanbHAsS Macca OTKIOHAETCS
OT 3THX npegenoB  winu, ecnn 1
MHAUBMAyalbHast Macca OTKJIOHACTCS 3a
npenenst 75 % - 125 % ot cpenueit Macchl.

Microbiological purity* / Mukpoouonorayeckas 4HcTora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O61mee amcio He Gonee 1000 KOE/r
a3pO0HbIX MUKPOOPraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O61uee uncno He Gonee 100 KOE/r
JPONOKEBDIX U MIECHEBBIX

rpuboB

¢c) Escherichia Coli Not Applicable Shell be absent in 1 g/

OrcytcTBUe B 1 T

Remarks : The Product confirms to ND/

ITpameuanue: [1ponykT cooTBeTcTBYET TpeboBanuam H/[

Conclusion : APPROVED /
Zakaoyenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 4 of 6

Printed Date & Time (IST):

28-10-2023 21:08:54




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHEKAT AHANTNU3A

Product : Cetrine film-coated tablets 10 mg

[posykr: Lerpun. 1abieTku, NOKpbIThie fieHoYHOH obonoukoii, 10 mr

Batch No / B2303500 Batch Quantity / : 955.000 KG/
Cepusn No O0beM cepun 955,000 KI"
Analytical Report No / 2002FP23002496 Date of Analysis / 28-10-2023
Ananutnueckuii ordeT Ne JlaTa aHanmu3a

Date of Manufacture / 09/2023 Date of Expiry / 08/2026
Jlara npoussoacTBa T"oper 10

Analysis performed according ND / Ananus nposeaet no HJI: TTN013283/01 dt 13.07.2023 /
T1N013283/01 or 13.07.2023

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / ITo
10 TabneTox B
NBX/TIBIX//anmoMuHuEBOM
6muctepe. [lo 3 Gmucrepa BMmecTe ¢
MHCTPYKLIMEH MO [PUMEHEHUIO
yNakoBaHb! B Na4Ky KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 rtabnerok B
MBX/TIBJIX//aniomunnenom Gaucrepe. TTo
2 wnu 3 GiEcTepa BMECTE C UHCTPYKLHMEH 1Mo
NpPUMEINICHHIO  YNAKOBaHBI B MAYKy
KAPTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B coorserctenun ¢ HJ{

12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He biuie 25 °C.
XpaHnenne

13 | Shelt life / Cpox roanocrn 3 years /3 rona

*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 / IIpogoOdumcs npouzgodumenem npu ulnycrke NepuooUecKu. ona
kaxcooti 20-oii cepuu unu ne menee 1 pasa 6 200. [lokazamens moycem Goiine He grmoven 6 Cepmughuxam

aHanuza upmui.

Remarks : The Product confirms to ND/
IIpameuanue: [Iponykr coorBeTcTByeT Tpebopanmsim HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 5 of 6

Printed Date & Time (IST):

28-10-2023 21:08:54




Uncontrolled Copy
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