Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATH3IA

Product : Cetrine film-coated tablets 10 mg

TMpoyxr: Tlerpuu, mabaeticn, NOKPLITLIC MUICHO HOI obostoukoif, 10 mr

I1N013283/01 or 13.07.2023

Batch No / B2303941 Batch Quantity / : 955.000 KG/
Cepus Ne Obbem cepun 955,000 KI"
Analytical Report No / 2002FP23002774 Date of Analysis / 30-11-2023
Ananuruueckuii otaeT Ne Jlata ananusa
Date of Manufacture / . 1172023 Dale of Expiry / 10/2026

| Jlara nponseoacTea Tonen s10

Analysis performed according ND / Ananns nposenen no HI[: TEN013283/01 dt 13.07.2023 h

Ne Test / IlokazaTein

Result / PesyabTaThi

Specification / Hopma

1 | Description / Onuncanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriibie OBOSKOBBIILYKJIBIE
TabreTKy, TOKPBIThIE IIIEHOUHON
0bonoukoi benoro Upera, ¢ pUCKOi
Ha oHOM cTopoHe. Ha nonepeuHom
paspese sapo 6esoro 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. / Kpyrmele  IBOSKOBBUIYKIbIE
TabeTKy, TIOKPBITBIE [UIEHOYHOM
oGoJioukoit Oenoro umnn  noyru  0enoro
upera, ¢ PUCKOW Ha oAHON cropode. Ha
nonepeuHoM paspese Aapo ot Genoro Ao
noutu Genoro ugera.

Remarks : The Product confirms to ND/

Hpumeuanne: [Iponykr coorseTcTByeT Tpebopanusam HJT

Conclusion : APPROVED /
Zaxaogyenune: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 1 of6

Printed Date & Time (IST):

30-11-2023 17:30:07




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHAPHUKAT AHAJTHAIA

Product : Cetrine film-coated tablets 10 mg

 Tpoaykr: Llerpun, TabneTkH, NOKPLITLIC NJIEHOUHOH 000N04KOMH, 10 mr
Batch No / B2303941 Batch Quantity / : 955.000 KG / T
Cepua No O6beM cepuu 055.000 KT°
Analytical Report No / 2002FP23002774 Date of Analysis / : 30-11-2023
AHRanurHdyeckuii otyeT Ne JlaTta ananusa
Date of Manufacture / ¢ 11/2023 Date of Expiry / . 1072026
Hara npouzBoacTsa ToneH no

I1N013283/01 ot 13.07.2023

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

2 | Identification. Cetirizine / IlopunanaocTb. IleTHpH3HH

1. HPLC/B2XX

Complies as prescribed /
CooTeeTcTBYET TpEGOBAHUAM

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 ynepxupanus
OCHOBHOrO  MWKa Ha  XpoMaTtorpamme
UCTIBITYEMOTO pacTBopa JIOJIXKHO
COOTBETCTBOBATh BPEMEHH  YIEPIKHUBAHUS
OCHOBHOTO THKAa Ha  XpoMaTorpaMmme
pactsopa CTaHAapPTHOro obpasua
UeTHPU3MHA rHAPOXJIOpHIA (paspen
«KonmaecTBeHHOE OTIpEAeICHMEY ).

2. UV spectrophotometry /
V@-cniekrpodoTomMeTpust

Complies as prescribed /
CootpercTBYeT TpeOOBaAHMAM

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
TOTTIOIEHHs] HMCIBITYEMOTO  pacTBopa H
pacTBopa CTaHOAPTHOIO obpasua
HETMPU3MHA THUOPOXJIOpHAA B 06JIACTH OT
200 no 400 HM AOKHBI UMETH MAKCHUMYMbI
NOrMOUWIEHUS MPU OJHON M TOW K& JUTMHE
BOJIHBI € JOMYCTHMBIM OTKJIOHEHHeM =+ 2
HM.

3 | Water / Boaa

3.9% wiw / 3,9%

Not more than 8.0 % / He Goiee 8,0 %

4 | Uniformity of dosage units /
OanopoaHocTh
J03UPOBAHUA

22722

Acceptance value (AV) should be not more
than 15.0 / [loxasarenr NpUEMIEMOCTH
(AV) nomxen 6p1Th He 60mee 15,0.

Remarks : The Product confirms to ND/
Mpumeuanue: [lpoaykT coorBeTcTByeT TpeboBanusm HJT

Conclusion : APPROVED /
3axarwuenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHATH3IA

Product : Cetrine film-coated tablets 10 mg
Tpouykr: LleTput, Tabneticn, NOKPLITLIE NJ1EN0 1ol 060n101K0ii, 10 Mr

Baich No / B2303941 Batch Quantity / : 955.000 KG/
Cepun No O0bem cepun 955,000 KI
Analytical Report No / 2002FP23002774 Date of Analysis / 30-11-2023
Ananurrdeckuil otyeT Ne JlaTa ananusa

Date of Manufacture / . 1172023 Date of Expiry / 10/2026
Hara nponzsojicrea Tonen oo

IIN013283/01 or 13.07.2023

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

5 | Dissolution / PacTBopenue

Unit-1/ Tabn.-1 100%
Unit-2 / Tabn.-2 98%
Unit-3 / Ta6n.-3 99%
Unit-4 / Tabn.-4 100%
Unit-5 / Tabn.-5 98%
Unit-6 / Tabn.-6 98%

Not less than 80% (Q) of the labeled amount
of Cz] H25C1N203 -2HCI (cetirizine
dihydrochloride) after 30 min. / He meuee
80 % (Q) OT HOMMHANBHOTO COAEpIKAHMS
C51H,5CIN,O5:2HCI (ueTHpU3UHA
marugpoxiiopun) yepes 30 MuH.

6 |Related Impurities by HPLC/
PoacTBeHHbIe NPHMECH

Impurity A / TTpumecs A

Impurity B / [Ipumecs B

Impurity C/Tpumecs C

Impurity D / TIpumecs D

Impurity E / [1pumecs E

Impurity F / TIpumecs F

Any individual unidentified
impurity / Jhobas enuHuynas
HeUACHTH(QUIIUPOBaHHAS
NpUMeCh

Not detected / He oGHapysxeHa

Less than LOQ (LOQ = 0.010%) /
Hipke mipefierna KOJTUUECTBEHHOTO
onpeaencHus (IMKO = 0,010%)

Not detected / He obHapyKeHa
Not detected / He oGHapy KeHa

Less than Limit of Detection (LOD =
0.008%) / Huxe npenena
oGuapyx<enus (TTO = 0,008%)

Less than Limit of Detection (LOD =
0.015%) / Huxe nipepena
obuapysxenus ([10 = 0,015%)

0.09% / 0,09%

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

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

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

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

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

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

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

Total impurities /
CymMma nprumeceit

0.1%/0,1%

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

7 | Assay / KonnyecTBennoe
onpeae/eHue

10.12 mg /10,12 mMr
101.2% /101,2%

Not less than 9.0 mg and not more than 11.0
mg Cy1H,5CIN,O3-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr g0 11,0 mMr
Cy1HysCIN,O5-2HC (ueTnpnanHa
auruapoxiopun) B tabnerke (or 90 % no
110 % oT HOMHHATIBLHOTO COAEPIKAHUS).

Remarks : The Product confirms to ND/
Ipumeuanue: [1poaykt coorBeTcTByeT TpeboBanmsam HJ|

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

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

CEPTUPUKAT AHAJIM3A
Product : Cetrine film-coated tablets 10 mg
| Lposykr: Herpun. Tabneticn, HOKpbiThie NN1€HO4HOR 060a04KoH, 10 Mr
Baich No / B2303941 Batch Quantity / : 955.000 KG/
| Cepus No O6bem cepun 055.000 KT
Analytical Report No / 2002FP23002774 Date of Anatysis / 30-11-2023
ABanmitudeckuii otueT Ne [laTa ananusa
Date of Manufacture / 1172023 Date of Expiry / 10/2026
Jara nponssoacTea ToneH j1o

I1N013283/01 ot 13.07.2023

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

8 | Subdivision of tablets /
OanopogHOCTL Mace MpH
Je/IeHUuH Ta0JIeTOK

Complies as prescribed /
CooTBeTcTBYyeT TpeOOBaHUAM

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. /
‘TabsieTky  COOTBETCTBYIOT — TpeOOBAHUAM,
ecni  He Oonmee 1 eaMHumynas  macca
OTKJIOHAeTCs 3a mpenensl 85 % - 115 % or
cpenHel MAacchbl. Tabmerku HE
COOTBETCTBYIOT TpeboBaHusM, ecin Gosee
yeM | MHAMBMAOYaNbHAs Macca OTK/IOHAETCS

OT 3THUX MpeaesioB  Wnv, ecim 1
WHIMBUAYaJdbHAS Macca OTKIOHAETCH 3a
npenensl 75 % - 125 % ot cpeamneit MaccLL
9 |Microbiological purity* / MukpoGuooruieckas Y4HCTOTa*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /

Count / O61ee uncio He 6onee 1000 KOE/r

aspOGHbIX MUKPOOPraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /

moulds count / O61uee yucio He 6onee 100 KOE/r

JNPOHOIKEBBIX M TUIECHEBBIX

rpuboB

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

OtcytctBue B 1 1

Remarks : The Product confirms to ND/
IIpnmedyanue: [IponykT cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3axuaouenue: OJIOGPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

| Hpoaykr: Tlerpun, Tabaerkn, NOKPLITEIC nieHoHoit 060nouKoit, 10 mr B
Batch No / B2303941 Batch Quantity / : 955.000 KG/
Cepus Ne Ob6bem cepuu 955,000 KT
Analytical Report No / 2002FP23002774 Date of Analysis / 30-11-2023
| AuanuTudeckuit oryeT No JlaTa aHanmu3a
Date of Manufacture / : 11/2023 Dale of Expiry / 10/2026
| Jlata npon3BO/ICTBA T'oaeH o

Analysis performed according ND / Ananus nposeaen no HJT: TIN013283/01 dt 13.07.2023 /
T1N013283/01 oT 13.07.2023

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / o
10 TabNeToK B
TBX/TIBAX//amoMAHHEBOM
6nuctepe. [lo 3 Onucrepa BMecTe ¢
WHCTPYKIIMENR N0 NPUMEHCHMIO
YNAKOBaHbI B AUKy KapTOHHY!O,

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
im a carton. / Ilo 10 Tabnerox B
TIBX/TIBJX//antomunueBom Gaucrepe. Tlo
2 win 3 6aEcTepa BMECTE ¢ MHCTPYKLUHEH 110
NPUMEHEHUIO  YNAaKOBaHBl B [AYKy
KAPTOHHY!O.

11 | Labeling / Mapkuposka According to ND / B coorsercrum ¢ HJJ,

12 | Storage conditions / At temperature below 25 °C. / TIpu temnepatype He ebitue 25 °C.
Xpanenue

13 | Shelf lite / Cpox rognocTn 3 years /3 ropa

*Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. Lhe test can
be absent in the Certificate of Analysis / [Ipogodumcst npOU3GOOUINECH NPU GbINYCKE NEPUOOUNECKL. Ol
Kkancdoti 20-0ii cepuu unu ne menee 1 pasa 6 200. Hoxkazameno modicein 6vime He xmoyen 6 Cepmudghuxam

aHAnU3a Hupmol.

Remarks : The Product confirms to ND/
IIpumeuanne: [IponykT cooTBeTCTBYET TpeboBanusm HJ{

Conclusion : APPROVED /
Zaxuoyenue: OJOBPEHO

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
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