Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
IIpoayxr: Ilerpun, TabaeTkH, MOKPHITHIE IIEHOYHOH 060104K0#H, 10 MT

Batch No / B2401129 Batch Quantity / : 955.000 KG/
Cepus Ne | O6sem ceprm 955,000 KT'
Analytical Report No / : 2002FP24000931 Date of Analysis / : 13-04-2024
Anamtaaeckuii oTuer Ne Jara anam3a

Date of Manufacture / 03-2024 Date of Expiry / o 02-2027
Jlara npou3BoaCTBa Tonen 1o

Analysis performed according ND / Anaymus mposesen no HJI: IEN013283/01-130723

Ne Test / Iloxa3zaTenn

Result / Pe3yanTaTh

Specification / Hopma

1 | Description / Onucann

(9

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriisie [BOSKOBRITYKIIEIE
TabIeTKH, NOKPEITEIE ILIEHOYHOMR
obomnouxoii 6enoro 1BeTa, ¢ pUCKOoit
Ha oxHo# cropore. Ha nonepeurom
pa3speze 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. / Kpyriuble IBOAKOBEITYKIEIE
Tabnerxy, TIOKPHITEIC TIIICHOYHOMU
obomouxoii Oemoro wWm mnouTH Gemoro
1BETa, C PHCKOH Ha OxHOHM cTopone. Ha
[IOTIEPEYHOM pa3pe3e Aapo oT Gemoro 70
nioyTy Geroro mBeTa.

Remarks : The Product confirms to ND/
Mpumeganue: IIpoaykT coorBeTcTBYET TpeboBarmam HJI

Conclusion : APPROVED /
3axaogenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

"Product : Cetrine film-coatcd tablcts 10 mg
| Hponyxkr: Ietpuy, Tabaerku, NOKPRITEE IWICHOTHOMH 06on0uKkol, 10 Mr

Batch No / B2401129 Batch Quantity / : 955.000KG/

Cepust Ne O6wem cepuu 955,000 KT"

Analytical Report No / : 2002FP24000931 Date of Analysis / 13-04-2024 '
Anamumieckuii oruer Ne Jara ananmusa - -
Date of Manufacture / 03-2024 Date of Expiry / 02-2027

Jlara nmpou3BoacTBa Tozen 10

Analysis performed according ND / Ananus nposeaer o HJI: TIN013283/01-130723

2

Identification, Cetirizine / IlopnnHHoCTE, IleTHpHINH

1. HPLC/BYXX

Complies as prescribed /
CootsercTByeT 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 yaepsxusaums
OCHOBHOTO IHMKa Ha XpOMaTOrpamme
ACIEITYEMOI0 pactBopa JOJDKHO
COOTBETCTBOBATE BPEMEHH YICPIKHUBAHMS
OCHOBHOIO IIMKA HA XpOMAaTOrpamMMe
pacTBopa CTaHAapPTHOTO obpasia
NETHPU3KUHA THAPOXJIOPUAA (paspen
«KonMuecTBEHHOC OTIPECICHHUE)).

2. UV spectrophotometry /
V®-cnexrpodoToMeTpus

Complies as prescribed /
CootgetcTByeT TpeboBaHMAM

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. / VY®-chnextpu
MOIJIOMEHHUY WCIEITYEMOTO pPacTBOpa M
pacTBOpa CTaHJapTHOTO ofpasua
IeTHpU3MHa THApoxjopuaa B obmactu ot
200 no 400 HM NOIDKHEI UMETH MAKCHMYMEI
NOrJNOLCHAA TPU ONHOH ¥ TOH »Xe JUIMHE
BOJIHEI C JOMYCTHMBEIM OTKJIOHEHMEM + 2
HM.

Water / Bona

2. 7% wiw [ 2,7%

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

Uniformity of dosage units /
OnHopoaHOCTL
J103UPOBAHMUS

49/49

Acceptance value (AV) should be not more
than 15.0 / Tloxasatene DPHEMIEMOCTH
(AV) nomxken Grits He Gomree 15,0.

Remarks : The Product confirms to ND/

Mpumeganue: Ipoxykr cootBercTBYeT TpeGoBamim HII

Conclusion : APPROVED /
3arogenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Iponyxt: Iletpun, TabieTky, TOKPHITEIE IICHOIHOH 000m0uKO0M, 10 M

Batch No / B2401129 Batch Quantity / : 955.000 KG/
Cepus Ne O6nem ceprnt 955,000 KT" B
Analytical Report No / : 2002FP24000931 Date of Analysis / 13-04-2024
Anamrnueckuii oruer Ne Jara anama3a
Date of Manufacture / 03-2024 Date of Expiry / 02-2027
Hara npousgoncTea | Tonen mo
Analysis performed according ND / Anamas mposenes o HJI: TIN013283/01-130723
| 5 | Dissolution / PacTBopenue Unit-1 / Ta6i.-1 102% Not less than 80% (Q) of the labeled amount
= T o of C21H25C1N20 ' 2HCI1 (cctirizine
A/ ison. 2 98% | dihydrochloride) afier 30 min. / He Meree
Unit-3 / Tabm.-3 96% 80 % (Q) OT HOMMHAIEHOTO CONEPKAHUS
- C,1H,5CIN,0O5-2HCI (uerupusuna
Unit-4 / Tabn.-4 98% AUTHIPOXITOpHK) Hepea 30 MuH.
Unit-5 / Ta6u.-5 97%
Unit-6 / Tabx.-6 102%

Related Impurities by HPLC/
PoxacreenHble IpuMecH

Impurity A / Ilpumecs A

Less than Limit of Detection (LOD =

Impurity B / Ilpumecs B

0.005%) / Huxe npesena
obuapyxenns (110 = 0,005%)

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

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

Impurity C / IIpumecs C

0.01%/0,01%

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

Impurity D / ITpumecs D

Not detected / He oOHapyxeHa

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

Impurity E / IIpumecs E

Not detected / He oOHapysxeHa

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

Impurity F / IIpumecs F

Less than LOQ (LOQ = 0.023%) /

Any individual unidentified
impurity / JioGas eguHUMHAN

Hrmxe npenena KoTM4ECTREHHOrO
onpenenernus (I1IKO = 0,023%)

HEHICHTU(HUIMPOBAHHAs Not detected / He o6HapyxeHa
MPUMECE
0.08% / 0,08%
Total impurities /
CymMa mpumecei

0.1%/0,1%

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

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

Not more than 2.0 % / He Gonee 2,0 %

Assay / KonngecTBeHHOe
omnpenejieHHe

10.03 mg/ 10,03 Mr
100.3%/100,3%

Not less than 9.0 mg and not more than 11.0
mg C21H25C]N203 2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 M 10 11,0 MT
C21H25C1N203 -2HC1 (ue'mpnsnna
nuruppoxnopun) B tabmerke (ot 90 % mo
110 % OT HOMHHAJIEHOTO COACPKAHIIL),

Remarks : The Product confirms to ND/
Mpnmeganue: IIpoaykt coorBercTBYeET TpeGoBammsam HII

Conclusion : APPROVED /
3axmoaenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
"Product : Cetrine film-coated tablets 10 mg
IIponyxr: Ietpun, TabneTku, TOKPHITEIE IIEHOuHOHK 060m04KO#H, 10 MI
Batch No / B2401129 Batch Quantity / : 955.000 KG/
| Cepus No O6beMm cepuu 955,000 KT" o
Analytical Report No / : 2002FP24000931 Date of Analysis / 13-04-2024
AnanurHicckuid order Ne JlaTa ananmaa
Date of Manufacture / 03-2024 Date of Expiry / 02-2027
Jara mpou3BoJICTRA Tonen o o

Analysis performed according ND / Anamus mposenen mo HJ[: I N013283/01-130723

8 | Subdivision of tablets /
OnHopogHOCTL Mace NPH
JeJIeHUH Tab1eToR

Complies as prescribed /
CootsercTBYeT 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. /
TabneTtkn COOTBETCTBYIOT TpeGoOBaHMAM,
ecom He Oomee 1 emumHMYHAs Macca
oTiIoHseTCs 3a npeaensr 85 % - 115 % ot
cpenuei MAacCHRI. Tabnerku HE
COOTBETCTBYIOT TpeOomraHMaAM, ecim Gonee
yeMm | MHAMBHAYATBHAA Macca OTKJIOHSETCH
OT 3THX T[peAcnoB wWm, ecm 1
WHAMBHAYAILHAS Macca OTKIOHMETCH 34
npenenst 75 % - 125 % ot cpemHeli Maccrl.

9 |Microbiological purity* / Mukpo6uoaorudyeckas uncrora*

a) Total Aerobic Microbial

Not Applicable

Not more than 1000 CFU/g /

moulds count / OGee umcio
APOXKCBEIX M IINICCHCBRIX
TpuboR

Count / O6mee umcmo He Gonee 1000 KOE/r
23p0o0HEIX MHKPOOPTAHU3MOB
b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /

He 6onee 100 KOE/r

¢) Escherichia Coli

Not Applicable

Shell be absentin 1 g/
OrcyretBue B 1

Remarks : The Product confirms to ND/

IMpumeganue: IIponykT cooTBeTcTRYET TpeboBammsam HIT

Conclusion : APPROVED /
3axaogenne: ONOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....
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Uncontrolled Copy

Product : Cetrine film-coated tablets 10 mg_
1Tpoaysr: Herpuu, Tabnerks, nokpeiTie mienowHo#l 06onoukoi, 10 Mr

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Batch No / B2401129 Batch Quantity / : 955.000 KG / o
Cepus Ne OObeM cepun 955,000 KT"

Analytical Report No / : 2002FP24000931 Date of Analysis / 13-04-2024

AnamuTHueckuid oTgeT Ne Jata anamu3a

Date of Manufacture / 03-2024 Date of Expiry / 02-2027 o
JlaTa mpou3BOACTRA T'onen mo

Analysis performed according ND / Auanu3a nposezen no HJ{: TIN013283/01-130723

10 | Packaging / YniakoBka 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. / Ilo |[in a «carton. / Ilo 10 TtaGmerox B
10 TabIeTOK B | IBX/MIBJX//amomuanenoM Gmucrtepe. Ilo
I[IBX/TIBIX//amoMUHHNEBOM 2 wm 3 6micTepa BMECTE ¢ MHCTPYKIMEH 110
Gmicrepe. Ilo 2 GimicTepa BMECTE C | IPUMEHEHMIO  YIIAKOBAHEI B [auky
MHCTPYKIOMEHR 10  IPMMCHCHMIO | KAPTOHHYIO.
YIIaKOBAHEI B [Ia4Ky KAPTOHHYIO.

11 | Labeling / Mapknposka According to ND / B coorsercrsnu ¢ HJJ

12 | Storage conditions / At temperature below 25 °C. / IIpu Temiteparype He Briue 25 °C,

XpaHeHne
13 | Shelf life / Cpok rognocrn 3 years / 3 roma T

*¥Test is performed periodically with the interval of I from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / [Iposodumes npouzeooumenemM npu 6bINYCcKe NEPUOOULECKU: O
xadcooii 20-oti cepuu um e menee 1 pasa 6 200. Iokazamens mosicem Goime He erntouer 6 Cepmugpuxam

ananusa gupmbol.

Remarks : The Product confirms to ND/
TIpnmeganne: IIpoaykr coorsercrByeT TpeboBanmsm HJ{

Conclusion : APPROVED /
3axmogenne: OJTOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....
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