Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJITH3A

Product : Cetrine film-coated tablets 10 mg

Tpoaykr: LleTpun, TaGneTKY, MOKPBITHIE IIEHOYHON 060n04KOH, 10 MI

© 955.000KG/

Batch No / B2400735 Batch Quantity /
| Cepus Ne o O6bem cepun _ 955,000KT"
Analytical Report No / 2002FP24000810 Date of Analysis / 29-03-2024 o
AHanytuuyecknii otyeT Ne JlaTta ananusa
Date of Manufacture / 03/2024 Date of Expiry / 02/2027 o
JaTa npou3sBoacTea Tonen no - -
I_Analysis performed according ND / Ananus nposeaesn no HJI: IT N013283/01-130723 -
Ne Test / IlokazaTesn Result / PeayabTaTnl Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyribie JBOSKOBBITYKIIBIE
TabJIEeTKHY, TOKPHITHIE IEHOYHOH
obonoukoii 6enoro IBeTa, C PUCKOH
Ha oiHO# cTopoHe. Ha nonepeynom
paspese sapo 6enoro nBeTa.

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 JBOSKOBBINTYKIIBIE
TabJIeTKH, TIOKPBITBIE TUTEHOYHOH

obosroukoii Oegoro WIM TI04TH 6€JI0TO
1IBeTa, ¢ PUCKOM Ha ogHOH croponHe. Ha
IIOTIEPEeYHOM paspese sSApo ot Oenoro Ao
OYTH O€eNoro HEBCTA.

Remarks : The Product confirms to ND/
IIpumeuanune: IIpoayxT cooTseTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

["Product : Cetrine film-coated tablets 10 mg

| poayxr: IleTpuH, Ta0IETKU, HOKPBITHIE MIEHOYHOH obosoukoit, 10 mr

Batch No / : B2400735 Batch Quantity / : 955.000 KG/
| Cepus Ne | ObpeM cepun 955,000 K1
Analytical Report No / : 2002FP24000810 Date of Analysis / ¢ 29-03-2024
| AnanuTnueckuii oT4eT No Jara anajnusa
Date of Manufacture / : 03/2024 Date of Expiry / 00272027
Hara npoussoactaa T'onen no B

Analysis performed according ND / Ananus HpOBeIlCHR HJL: 11 N013283/01-130723

2 | Identification. Cetirizine / Ilogmunnocts. Iletupuzun

1. HPLC/B3XX

Complies as prescribed /

Co0TBeTCTBYET 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 yaepxupanus
OCHUBHOL'O ~ THKAa HAa  XPOMATOIPAMME
HCIIBITY EMOTO pacTBOpa JOJDKHO
COOTBETCTBOBATH BPEMEHHU  y/ep>KHBaHMs
OCHOBHOI'0 IMKa Ha  XPOMATOTPaMMe
pactBopa CTAH[JapTHOTO o6pazna
LETHPU3YHA THAPOXJIOPHIA (pazmen
«Konn4ecTBeHHOE OIPEAETICHUEY ).

2. UV spectrophotometry /
Y®-cnekrpodoTomMeTprs

Complies as prescribed /

CootBeTcTBYET 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. / VY®-chektpsr
MOrNIONIEHUS. HCHBITYeMOTO pacrBopa M
pactsopa CTaHJaPTHOTO obpasua
HETHPHU3WHA THApPOXJIOopuAa B obiacté or
200 go 400 HM MOJKHBI IMETH MAKCUMYMBI
MOTJIOLICHUSt TIPH OXHOH W TOW Xe JIHHE
BOJIHBI C JOMYCTHMBIM OTKIIOHCHHEM + 2
HM.

3 | Water / Boga

2.5% wiw /2,5%

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

4 | Uniformity of dosage units /
OaHopoaHOCTb
J03UPOBAHMSA

34/34

Acceptance value (AV) should be not more
than 15.0 / TlokazaTenb NPHEMIEMOCTH
(AV) nomxen 6wITh He Oonee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanne: [TponykT coorBeTcTBYET TpeboBanmaM HJL

Conclusion : APPROVED /
3axmwuenune: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHANM3A

| Product : Cetrine film-coated tablets 10 mg

| Oponykr: Letpuu, TabneTku, NOKPHIThIC NICHOYHON 000104KOH, 10 MP

- 955.000KG/

Batch No / B2400735 Batch Quantity /
Cepust Ne - - O0bem cepun 955,000 KI'
Analytical Report No / 2002FP24000810 Date of Analysis / 29-03-2024
| AnanuTudeckuil oryer Ne Jara ananunsza
Date of Manufacture / 03/2024 Date of Expiry / 02/2027
Hara npoussogcTea I'ozen oo |

Analysis performed according ND / Ananu3 nposeaen o HI: ITN013283/01-130723

5 | Dissolution / PacrBopenue

Unit-1 / Ta6mn.-1 101%
Unit-2 / Tabn.-2 99%
Unit-3 / Tabx.-3 96%
Unit-4 / Tabn.-4 99%
Unit-5 / Ta6um.-5 99%
Unit-6 / Tabn.-6 99%

Not less than 80% (Q) of the labeled amount |
of C;H,sCIN,0;-2HCI (cetirizine

dihydrochloride) after 30 min. / He menee

80 % (Q) oT HOMMHAIBHOTO COAEpIKAHMS

C, H,5CIN,05-2HCI (ueTupu3MHa

aurupapoxaopun) uepes 30 Mun.

6 |Related Impurities by HPLC/
PoncrBeHHbIe mpuMecu

CymMa npumMeceit

Impurity A / Ilpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6onee 0,2 %
- 0.005%) / Hixe npenena = o

Impurity B / Ilpumecs B obHapyscess (ITO = 0,005%) Not more than 0.2 % / He 6omnee 0,2 %

Impurity C / Ilpumecs C 0.01% /0.01% Not more than 0.2 % / He 6onee 0,2 %

Impurity D / IIpumecs D Not detected / He oGHapyxena Not more than 0.2 % / He 6osee 0,2 %

Impurity E / ITpumecs E Not detected / e obnapyskera Not more than 0.2 % / He 6onee 0,2 %

Impurity F / ITpumecs F 0.03% / 0.03% Not more than 0.2 % / He 6onee 0,2 %

Any individual unidentified | Not detected / me obHapyKeHa Not more than 0.2 % / He 6onee 0,2 %

impurity / Jlrobasi enuHU4Has

HeHJCHTHQUITMpORAaHHAS 0.07% /0,07%

npuMech

Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6oee 2,0 %

7 | Assay / KosimyecTBenHoe
onpejgeeHue

10.01 mg /10,01 mr
100.1% / 100,1%

Not less than 9.0 mg and not more than 11.0
mg C2|H25C1N203‘2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr g0 11,0 mr
C,;H,5CIN,0;-2HCI (uetupusnHa
qurunpoxiaopun) B radbnerke (ot 90 % go
110 % OT HOMHHAJILHOTO COJIEPXKAHU).

Remarks : The Product confirms to ND/

Hpumeuanue: IIpoaykT coorseTcTBYET TpebopauusM HJJ

Conclusion : APPROVED /
3axmouenune: OJJOGPEHO

WI-GLOB-QA-0669-2.0

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

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTHU3A

Product : Cetrine film-coated tablets 10 mg
Iponykt: Lletput, TaGICTKH, NOKPBITBIE IWIEHOYHON 060n0uKO#, 10 MI

Batch No / B2400735 Batch Quantity / : 955.000 KG/

| Cepust No 0O06beM cepuy 955,000 KI" -
Analytical Report No / 2002FP24000810 Date of Analysis / : 29-03-2024
Ananutuyecknii oruet Ne Hara ananuza - ]
Date of Manufacture / 03/2024 Date of Expiry / o 02/2027

| /laTa NpOU3BOACTBA T'ogen o

Analysis performed according ND / Auanus nposenex no HJI: IT N013283/01-130723

8

Subdivision of tablets /
OaHOPOAHOCTL MaceC IIPH
JeJIeHHH Ta0JIETOK

Complies as prescribed /
CooTBeTcTBYET 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. /
Tabnerkd COOTBETCTBYIOT — TpeOOBaHHIM,
ecnd He OGonee | emMHpubas  Macca
OTKIIOHsSETCA 3a npenensl 85 % - 115 % ot
cpenHeil MAcCHI. TaGnerku He
COOTBETCTBYIOT TpeOOBaHMSIM, eciu Ooice
yeM | MHAMBHIYaTbHAS Macca OTKJIOHACTCS
OT 93THX [peljeynoB  WiH, ecmd |1
HHOMBHAyaJIbHAs Macca OTKJIOHAETCA 3a
npeneins! 75 % - 125 % or cpeamnei Maccsl.

Microbiological purity* / MukpoGuosoruyeckasi uncrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O61ree 4ncIio He 6onee 1000 KOE/r
a’poOHBIX MUKPOOPraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O61ree qucito He 6onee 100 KOE/r
JIPOMCOKEBBIX W TNIECHEBBIX

rprndoB

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

OtcyrcrBue B 1 1

Remarks : The Product confirms to ND/
Ipumeuyanue: IIpogyKT COOTBETCTBYET TpebosanmaM HJJ

Conclusion : APPROVED /
Zaxarouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0

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

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
| Hpoaykrt: IeTput, TabIeTKH, NOKPAIThIE INIEHOYHOH 060104K0H, 10 Mr

Batch No / B2400735 Batch Quantity / © 955.000KG/
| Cepust No o O06beM cepun 955,000 KI'

Analytical Report No / 2002FP24000810 Date of Analysis / 29-03-2024

Adanurnueckuii otyer Ne Jlara ananusza

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

Jara npoussojcTea Tozmen oo -

Analysis performed according ND / Ananus nposenen no H/I: IT N013283/01-130723

10 | Packaging / Ynakosxa

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / Ilo
10 TabJIeTOK B
IIBX/TIBJX//amioMUHEEBOM
onmuctepe. Ilo 2 6Gnuctepa BMeCTe ¢
HHCTpYKIHeHi [0  IPHUMCHEHHUIO
YITAKOBAHb! B IAYKY KAPTOHHYO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 rtabmerok B
MMBX/TIBAX//antomunneBoM Gamucrepe. ITo
2 uny 3 6aucrepa BMECTE € MHCTPYKIMEH MO
NpYMMEHEHHI0  YNaKOBaHBl B AYKY
KapTOHHYIO.

11 | Labeling / MapxupoBka

According to ND / B cootserctBru ¢ HJI

12 | Storage conditions /
Xpanenue

At temperature below 25 °C. / ITpu temuepaType He Beine 25 °C.

13 | Shelf life / Cpox rogHocTa

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 / [Ipoeodumcs npou3gooumenem npu elnycKe nepuooudecKy. o
raxcoot 20-oii cepuu unu ne menee I pasa 6 200. [oxazamens modicem Gvime ne gxaoder ¢ Cepmughuxam

ananuza upmel.

Remarks : The Product confirms to ND/
TIpumeuanue: [Ipoaykr coorBeTcTBYET TpebosaHmam HJI

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy
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