Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJTU3A

Product : Cetrine film-coated tablets 10 mg

TIpoayxr: Ierpun, TabneTku, MOKpEITEE mIeH04HOH 060104K0#, 10 Mr

Batch No / B2400970 Batch Quantity / 955.000 KG/

Cepus Ne O65eM cepun 955,000 KT .

Analytical Report No / 2002FP24000776 Date of Analysis / 28-03-2024 |
AnamTiaeckuit otuer Ne JlaTa ananmm3a B

Date of Manufacture / 03/2024 Date of Expiry / : 02/2027

JlaTa npou3BOACTBA Tonen o -
Analysis performed according ND / Anama rporeznen o HJI: TTN013283/01-130723

Ne Test / ITokazaTenan Result / PeayasTaThl Specification / Hopma

1 | Description / Onncanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ KpyTisie JBOSKOBRITYIUIRIC
Ta0JIeTKH, IOKPHITHIC IJICHOYHOMK
o6omouxoii Genoro npera, ¢ pHCKOH
Ha oyiHOii cropone. Ha nonepeunom
paspese a7ipo Geloro UBeTA.

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. / Kpyriele [BOAKOBEIITYKIEIC
TabneTkH, TIOKPEITEIC TJICHOYHOH
obomouxoii Oemoro wim noutH Oenoro
uBera, ¢ puckoit Ha ommoit cTopose. Ha
[IOMEpevHoM pa3pese Aapo ot Gemoro o
nouTH Oeoro UBeETA.

2 | Identification. Cetirizine / ITogrunnocTs. IleTupuinn

1. HPLC/BOXX

Complies as prescribed /

CoorserctByeT TpeboBaHNsIM

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 yaepxuBaHUS
OCHOBHOTO TIMKA Ha XpOMAaTorpamMe
NCIIEITYEMOTO pacrBopa JOJDKHO
COOTBETCTBOBATh BPEMCHH  YACPKHBAHUA

OCHOBHOTO IIMKA HAa  XpOMATOrpaMMe
pacTBopa CTaHAAPTHOTO obpasma
L{ETHPU3HHA THAPOXJIOpHA (pa3nen

«KomiecTReHHOE OLPEAEICHHUED ).

2. UV spectrophotometry /
Y®-cunextpodoTomeTpus

Complies as prescribed /

CoorsetcTByeT TpeOOBAHUIM

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®-cOoeKTpH
[IOTVIONIEHHS. HCHHITYEMOIO PacTBopa H
pacTtBOpa CTaHIapTHOTO obpasma
NETUPU3MHA THAPOXJIOpHAa B obnacte oT
200 o 400 HM JIO/MKHEI UIMETh MAKCHMYMEI
MOMJIOIICHHS TIPH ORHOW H TOH Xe JIMHE
BOJIHEI C JOIYCTHMEIM OTKJIOHCHHEM * 2
HM.

3 | Water / Bona

2.4% wiw [ 2,4%

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

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumedanue: ITpoxyxT cootBeTcTBYET TpeGoBanuam HJT 3aiiouenne: OJJOGPEHO
WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTA®HUKAT AHAJIU3IA

Product : Cetrinc film-coated tablets 10 mg
MponykT: LleTpuH, TablieTkH, TOKPEITEIC INIEHOUHOH 060/101K0H, 10 MU

Batch No / B2400970 Batch Quantity / : 955.000KG/
Cepust No - O6neMm cepru 955,000 KT'
Analytical Report No / 1 2002FP24000776 Date of Analysis / 28-03-2024
Anamrracckuii oryer Ne JlaTa anansa

Date of Manufacture / 03/2024 Date of Expiry / : 02/2027

Jlara mpou3BoacTea Tonen 1o

Analysis performed according ND / Anamus nposeaes mo HI: 1 N013283/01-130723

4 Uniformity of dosage units / 55/5,5 Acceptance value (AV) should be not more
OxHopoAHOCTh than 15.0 / Tloxasarenb IIPHEMIEMOCTH
I03NPOBaHUA (AV) nomxen GurTh He Gonee 15,0.

5 | Dissolution / PacTBopenue Unit-1 / Ta6n.-1 96% Not less than 80% (Q) of the labeled amount
ey T o of C,1H,5CIN,O4-2HCI (cetirizine
Unit-2 [ TaGn.-2 s dihydrochloride) after 30 min. / He menee
Unit-3 / Tabn.-3 98% 80 % (Q) or HOMHMHAIEHOTO COLCPMAHUL
s C21H2501N203 -2HCI (ue'mpuanﬂa
0
B Unit-4 / Tabn.-4 99f | nurempoxnopur) epea 30 v,
Unit-5 / Tabn.-5 98%
Unit-6 / Tabin.-6 101%

Related Impurities by HPLC/
PoncTBeHHbIe IPHMECH

Impurity A / IIpumecs A

Impurity B / IIpumecs B

Impurity C / IIpumecs C

Impurity D / IIpumecs D

Impurity E / TIpumecs E

Impurity F / Ilpumecs F

Any individual unidentified
impurity / Jlro6asn emummaHas

Less than Limit of Detection (LOD =

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

0.005%) / Hmwxe npenena
o6uapyxenust (11O = 0,005%)

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

0.01%/0,01%

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

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

Not detected / He obHapysxeHa

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

Not detected / He oOHapyxeHa
0.03% / 0,03%

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

Not detected / e oGHapysxeHa

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

HEWIEeHTHQUITMPOBaHHAN 0.07%/ 0,07%
TPUMECH
Total impurities / 0.2%/0,2% Not more than 2.0 % / He Gosee 2,0 %
Cymma rpumMeceit

7 | Assay / KonugecTBeHHOE 9.94 mg /9,94 mMr Not less than 9.0 mg and not more than 11.0
oupenenenne 99.4% / 99.4% mg C,1H35CIN,04-2HC1 (cetirizine

dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 MT 10 11,0 MT
C21H2501N203 -2HC1 (ue'mpuanna
nurugpoxnopun) B tabnetke (or 90 % mo
110 % OT HOMHHAJIEHOIO COACPIKAHMUS).

Remarks : The Product confirms to ND/
Mpumeaanue: IIpoxykT cootseTcTBYET TpeOOBaHMAM HJY

Conclusion : APPROVED /
Zarcmiogenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

[ Product : Cetrinc film-coatcd tablets 10 mg

TIpomyxkr: LleTpus, TabeTkH, MOKPEITEIE IIEHOYHOH 0601090, 10 Mr

Batch No / B2400970 Batch Quantity / 955.000 KG/
Cepus Ne O6neM cepuu 955,000 KT
Analytical Report No / 2002FP24000776 Date of Analysis / 28-03-2024
Aramrruacciarii oTaer Ne - Jata anaymisa
Date of Manufacture / 03/2024 Date of Expiry / : 02/2027

| Jlara mpou3BoACTBa T"onen mo

Analysis performed according ND / Anamus nposexer no HJI: TIN013283/01-130723

8 | Subdivision of tablets /
OnHopoaHOCTH Mace IPH
neneHuH Tabaerox

Complies as prescribed /
CootrercrayeT Tpe6OBaHHAM

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. /
Tabnetk COOTBETCTBYIOT TpeGOBaHUsIM,
eci me Oomee 1 eguHuYHas Macca
oTKIIOHsieTeH 3a npenenst 85 % - 115 % or
cpenHer MaccCkl. Tabnerxu HE
COOTBETCTBYIOT TpeGoBammaM, eciu Gonee
yeMm | HHAWBUAYATEHAA MAcCa OTKIJIOHAETCH
OT 3THX T[peneIoB WM, ecm 1

NHAYBUAYATBHAY Macca OTKIOHSETCS 32
npenens 75 % - 125 % oT cpenmeii MacchL.
9 |Microbiological purity* / Mukpo6uosoruieckas uncrora*

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

Count / O6uee uucio He Gonee 1000 KOE/r

a3p0oOHEIX MUKPOOPTaHMU3MOB

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

moulds count / O6iuee uncio He Gonee 100 KOE/r

IPONOKEBEIX M IUICCHEBERIX

TpHboB

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

OtcyrecTBHE B 1 1

Remarks : The Product confirms to ND/

IMpumeganne: [Ipoxyxr cootBeTcTBYET TpeboBammam HJI

Conclusion : APPROVED /
3axarouenue: OJIOBPEHO

WI-GLOB-QA-0669-2.0

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

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTA3A

Product : Cetrine film-coated tablets 10 mg

Tiponyxt: Lerpun, Tabyericn, MOKPEITLIE TIEHOYHOH 060/104K0#, 10 MP

Batch No / B2400970 Batch Quantity / 955.000 KG /
Cepun Ne ObneM cepun 955,000 K"
Analytical Report No / 2002FP24000776 Date of Analysis / 28-03-2024

| AHanurmueckuii oTdeT No JaTa anamnia
Date of Manufacture / 03/2024 Date of Expiry / 1 02/2027
Jlara npoM3BOACTRA T'onen no

Analysis performed according ND / Anayms nposeaen no HJT: TTN013283/01-130723

10 | Packaging / YnmaxoBka

10 tablets in PVC/PVDC//aluminum
blister. 3  blisters and patient
information leaflet in a carton. / Ilo
10 TabneTok B
TIBX/TIBIX//amoMHUHHEBOM
6macrepe. Ilo 3 6micTepa BMeCTE C
WHCTPYKIHEH 1O  LUPUMEHCHMIO
YIIaKOBAHEI B 134Ky KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 TaGuerox =B
IIBX/MIBAX//amomuruesoM Gmuctepe. ITo
2w 3 6icTepa BMECTe ¢ HHCTPYKIIHEH 10
NPMMEHEHHI0  YNAKOBAaHEI B [AuKy
KapTOHHYIO.

11 | Labeling / Mapkuposka

According to ND/ B COOTBETCTBHH C HJ

12 | Storage conditions /
Xpanenune

At teihperature below 25 °C./ pru Temueparype He Bue 25 °C.

13 | Shelf life / Cpox rogHocTn

3 years /3 roma

*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 / IIposodumcs npoussooumenem Bpu GbINYCKe NEPUOOUHECKU. Ons
Kaicooti 20-oi cepuu unu ne menee I pasa & 200. loxaszamenv mosicem Gvimbp ne exmoyer 6 Cepmughuxam

ananusa Qupmor.

Remarks : The Product confirms to ND/
Mpumeaanue; ITpoayxT coorBercTBYET TpeboBarmsam HJ[

Conclusion : APPROVED /
3axmogenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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