Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Product : Cetrine (ilm-coated tablets 10 mg

Tpoaykr: LleTpnH, TabAETKU, NOKPBITHIC IEHOUHOH 060/10uKO#H, 10 Mr

Batch No / B2304346 Batch Quantity / © 955.000 KG/
Cepusi No Obwem cepuu 955,000 KT"
Analytical Report No / : 2002FP24000007 Date of Analysis / 05-01-2024
AnanurHueckui otdyer Ne JaTa aHanusa

Date of Manufacture / 12/2023 Date of Expiry / 11/2026
JlaTa npon3BoacTea ToneH ao

MIN013283/01 ot 13.07.2023

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

Ne Test / IlokaszaTrennb

Result / PezyabTaThbi

Specification / Hopma

1 | Description / Onucauue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ KpyTiibie NBOSKOBBIILY K/IBIE
TabNeTKH, MOKPHITHIE TNTEHOTHOM
0bonoukoi benoro LBETa, C PUCKOM
Ha 0/HO# cTopoHe. Ha nonepednom
paspese 3apo 6ea0ro usera.

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 IBOSKOBHITYKIIBIE
TabJIeTKH, TTOKPBITHIE [UIEHOYHON
obosioukoit  Oesioro uauM  noyty Genoro
LBETA, € PUCKOW HAa OAHOW cropoue. Ha
nonepeuHoM paspese sapo ot Genoro a0
nouru Georo LBera.

Remarks : The Product confirms to ND/

IIpumeyanue: [1ponykxTt coorBeTcTBYeT TpeboaHusMm HJI

Conclusion : APPROVED /
3axaouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHATA3A

[ Product : Cetrine film-coated tablets 10 mg
| [poayxr: TleTpuH. TabIETKY, NOKPLITHIE TJIEHOUHOU 0bonoukoit, 10 mr

Batch No / . B2304346 Batch Quantity / : 955.000 KG/
Cepus Ne O6bemM cepum 955.000 KI'
Analytical Report No / : 2002FP24000007 Date of Analysis / : 05-01-2024
AnHanutuueckuit otyet Ne Jlata aHanmu3a

Date of Manufacture / o 1272023 Date of Expiry / . 11/2026
JlaTa npou3BoaCTBA TopeH g0

ITN013283/01 ot 13.07.2023

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

2 [ Identification. Cetirizine / Hopaunnocts. Ierupusun

1. HPLC/B2XX

Complies as prescribed /
CooteercTBy€ET 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 ypepxuBanus
OCHOBHOTO ~ MMKAa HAa  XpOMaTorpamme
NCIILITYEMOTO pacTBopa JIOJI’KHO
COOTBETCTBOBATH BPEMEHH  yIAEP)KUBAHHUS
OCHOBHOTO IIMKa Ha  XpoMarorpamme
pactsopa CTaHAAPTHOrO obpazua
LETUPU3MHA ruapoxaopuaa (paspen
«KonuuecTBeHHOE OIIpeEIeHUE)).

2. UV spectrophotometry /
V®-criekTpodoToMeTprs

Complies as prescribed /
CootBercTBYeT TpeboBaHUAM

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
IOTVIOIIEHHs HCIIBITYEMOTO pacTBopa H
pacTtBopa CTaHAAPTHOTO obpasia
LeTHPU3MHA THAPOXJIOpUAa B 06macTu oT
200 o 400 HM AOMKHBI UMETH MAKCUMYMbL
NOr/IOWEHUs] NMPU OJHOM M TOH K€ JJIMHE
BOJHBEI € JOIYCTHMBIM OTKJIOHEHHeM =+ 2
HM.

3 | Water / Bopa

3.1%w/w/3,1%

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

4 | Uniformity of dosage units /
OanopogHocTh
AO3UPOBAHUSA

3.7/3,7

Acceptance value (AV) should be not more
than 15.0 / [lokasatenp IIpHEMIIEMOCTH
(AV) nomxken 651Th He Gomnee 15,0.

Remarks : The Product confirms to ND/

INpumeuanue: [IponykT coorBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3axmwouenne: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
| Tpostykr: LleTpuH. TabeTku, MOKPbITHIE MIEHO4HON 060s10ukoi, 10 mr

Batch No / B2304346 Batch Quantity / - 955.000 KG /
Cepus Ne Ob6bem cepum 955,000 KT"
Analytical Report No / : 2002FP24000007 Date of Analysis / 05-01-2024
Ananutnueckuii otuer Ne JaTta aHanusa

Date of Manufacture / 12/2023 Date of Expiry / 11/2026
Jara npousBoAcTRa Tonen no

I1N013283/01 or 13.07.2023

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

P—

5 | Dissolution / PacTBopenne

Unit-1/ Tabmn.-1 98%
Unit-2 / Tabn.-2 99%
Unit-3 / Tabn.-3 99%
Unit-4 / Tabn.-4 96%
Unit-5 / Tabn.-5 9%
Unit-6 / Tadn.-6 98%

Not less than 80% (Q) of the labeled amount
of C2| H25C1N203 -2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) or HOMMHaNBLHOTO comepxKaHus
C,,HysCIN,O5-2HCI (ueTHpusuHa
JUrHApoXJIopum) depes 30 Mum.

6 [Related Impurities by HPLC/
Poacreennpie npuMecH

Impurity A / TTpumecs A

Impurity B / [Ipumecs B

Impurity C/ TIpumecs C

Impurity D / TTpumecs D

Impurity E / [Ipumecs E

Impurity F / TTpumecs F

Any mdividual unidentified
impurity / Jiobaa enuHuuHAs
HeUAeHTHOHUIMPOBAHHASL
MPUMECH

Less than Limit of Detection (LOD =
0.005%) / Huke mpenena
o6uapyxenus (I10 = 0,005%)

Less than LOQ (LOQ = 0.010%) /
Huxe npeaesa KOJNMYECTBEHHOTO
onpeaenenus (TTKO = 0,010%)

Not detected / He obHapyx«eHa
Not detected / He obHapys«eHa
0.04% / 0,04%

Less than Limit of Detection (LOD =
0.015%) / Huxe npenena
o6napysxenns (I10 = 0,015%)
0.07%/0,07%

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

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

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

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

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

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

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

Total impurities /
Cymma npumeceit

0.1%/0,1%

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

7 | Assay / KoangecrBennoe
onpeae/ieHne

10.07 mg / 10,07 mr
100.7% /100,7%

Not less than 9.0 mg and not more than 11.0
mg (}21H25C1N203 -2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr ao 11,0 mMr
Cy1H,5CIN,O5-2HCI (ueTHpU3UHA
ouruapoxyiopun) B Tabierke (ot 90 % mo
110 % OT HOMUHAILHOTrO COAEPXKAHUS).

Remarks : The Product confirms to ND/
Ipumeuanne: [ponykT cooTBeTcTBYET TpeboBaHMsIM HJL

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIHU3A

[ Product : Cetrine film-coated tablets 10 mg

[poayxr: LleTpu, Tabiet ki, NoKpbiTbie NieHOYHOH obosoukoii, 10 Mr

Batch No / B2304346 Batch Quantity / : 955.000 KG/
Cepus Ne Obbem cepuu 955.000 KT
Analylical Report No / . 2002FP24000007 Date of Analysis / 05-01-2024
Ananuruyecknii orgeT No Jlata ananu3sa

Date of Manufacture / 12/2023 Date of Expiry / 11/2026
Jara npouinoacTna ToaeH no

I1N013283/01 ot 13.07.2023

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

8 | Subdivision of tablets /
OaHopogHOCTHL Macc NPH
JeJICHHH TA0NEeTOK

Complies as prescribed /
CootBercTBYyeT TpeOoBaHHAM

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. /

TabneTkd COOTBETCTBYIOT — TpeGOBAHMAM,
ecciv  He OGosee 1 eauHuubas  macca
oTkionseTes 3a mpenensl 85 Y% - 115 % or
cpenHeit Macchbl. Tabnerku He

COOTBETCTBYIOT TpeboBaHusAM, eciu Oosee
yeM | nHAMBUIYyaNbHAs Macca OTK/IOHAETCS
OT 3TWX  mpeaenoB  WiaM, ecnu 1
WHAMBHOyaldbHasi Macca OTKIIOHAETCS 3a
npenenst 75 Y% - 125 % ot cpenueit Macchl.

9 [Microbiological purity* / MukpoGuonornueckasi 4ucrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Obmmee uncno He Gonee 1000 KOE/r
a’pOOHbBIX MUKPOOPraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / OG1uee uncio He Gonee 100 KOE/r
JPONOKEBBIX U NJIECHEBbIX

rpnbor

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

OrcyrctBue B 1 1

Remarks : The Product confirms to ND/

IIpumeuanue: [IpoayKT COOTBETCTBYET TpeboBanusaM HJ{

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTN3A

Product : Cetrine film-coated tablets 10 mg

[Tpoaykr: Tlerpun. Tabierin. NOKPLITLIC NICHOYHON 000I01KOI,

10 mr

: 955.000 KG/

Batch No / B2304346 Batch Quantity /

Cepust No Obbem cepuu 955,000 KT"
Analytical Report No / : 2002FP24000007 Date of Analysis / 05-01-2024
ABanuTH4eckuii oTuet Ne JlaTa anaiusa

Date of Manufacture / 12/2023 Date of Expiry / 11/2026
JlaTa nponzBoacTsa T'opel no

Analysis performed according ND / Ananus nposeaet no HJ[: TIN013283/01 dt 13.07.2023 /
T1N013283/01 or 13.07.2023

10

Packaging / YnakxoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / Ilo
10 TabneTok B
[BX/IIB/IX//anoMuHHEBOM
onucrepe. [lo 3 Gmucrepa BMecTe ¢
MHCTPYKUMEH MO  NPUMEHEHHIO
yNAKOBaHbI B 1AUKY KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
im a carton. / Tlo 10 rtabneroxk B
TIBX/TTB/IX//antomunvieBom Gnucrepe. Tlo
2 unu 3 GmucTepa BMECTE ¢ MHCTPYKIUEH 10
NpPUMEHEHMIO  YTAKOBaHBl B MauKy
KapTOHHYIO.

11 | Labeling / Mapkuposka According to ND / B coorserctBumn ¢ HJL

12 | Storage conditions / At temperature below 25 °C. / TTpn Temneparype He Bbitue 25 °C.
XpaneHnne

13 | Shelf life / Cpok rognocrn 3 years /3 ropna

Uncontrolled Copy

*Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. The fest can
be absent in the Certificate of Analysis / IIpogodumcsa npouszgooumenem npu GuINYcKe NEPUOOULECKU: ONA
Kaxcooti 20-0ti cepuu unu e aenee 1 pasa 6 200. Ilokazamens moscem boime He gxmoen 6 Cepmugpuxam

anamuza Hupmmi.

Remarks : The Product confirms to ND/
Ipumeuanue: [Iponykr coorsercTyeT TpeboBanusam HJL

Conclusion : APPROVED /
3akmoyenne: OJIOGPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 5 of 6

Printed Date & Time (IST):

07-01-2024 22:10:03




Uncontrolled Copy

ELECTRONIC SIGNATURES
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