Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

Tposy«kr: LleTprH, TabneTky, noKpsIThle N1e€HO4HOH 060n04Kol, 10 mr

Batch No / B2303294 Batch Quantity / : 955.000 KG/
Cepusn Ne Ob1em cepuu 955,00 KI'
Analytical Report No / . 2002FP23002488 Date of Analysis / 28-10-2023
Ananutudeckni ordeT No JlaTa ananu3a

Date of Manufacture / 09/2023 Date of Expiry / 08/2026
JlaTta npou3BoACTBA Topen no

IT1N013283/01 ot 13.07.2023

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

Ne Test / ITokasareanb

Result / PesyabTarni

Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriibie IBOSKOBBIITYK/IbIE
TabJIeTKH, TOKPHITHIE INTEHOUYHOMH
oGonoukoii 6enoro 1sera, ¢ pUCKOM
Ha oaHO#H cTopone, Ha nonepeunom
paspese sapo 6enoro 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. / Kpyriable IBOSKOBBIIYKIBIE
TabJIETKH, TIOKPBITHIE [UIEHOYHOM
obonoukor Oenoro waM nourw 6Genoro
1geTa, ¢ PHUCKOM Ha OAHOH cropone. Ha
nonepeyHoM paspese aApo ot Genoro a0
nourn 6enoro LBeTa.

Remarks : The Product confirms to ND/

ITpumeyanue: IlponykT coorseTcTBYeT TpeboBanusM HJL

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

[ Product : Cetrine film-coated tablets 10 mg

Tpoaykr: LleTpun, TabaeTku, NOKPbITbIC NIECHOUHOI 000n04Kko#H, 10 mMr

Batch No / . B2303294 Batch Quantity / 1 955.000 KG/
Cepus Ne Ob6bem cepuu 955,00 KT
Analytical Report No / : 2002FP23002488 Date of Analysis / . 28-10-2023
AHanuTUuecKri oTyeT No JlaTa aHanu3a

Date of Manufacture / ¢ 09/2023 Date of Expiry / . 08/2026
ara nponssoacTaa ToseH 1o

TIN013283/01 ot 13.07.2023

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

2 | Identification. Cetirizine / Hopauunocts. HleTHPH3HH

1. HPLC/BDXX Complies as prescribed / The retention time of the mam peak in the
CooteercrByeT TpeOOBaHUAM 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
OCHOBHOTO ~ NWKA HAa  Xpomarorpamme
MCIBITYEMOTO pacTBopa JIOJIKHO
COOTBETCTBOBAaTh BPEMEHM  YIEpPKUBAHHSA
OCHOBHOTO THKa Ha XpOMaTorpamme
pacreopa CTaHAApPTHOrO obpasua
LETUPHU3MHA rMAPOXJIOpUAa (pazpen

«KonudectBeHHOe OIpENeIeHHEN ).
2. UV spectrophotometry / Complies as prescribed / The UV-spectrum of the test solution and
VD-criekrpodhoToMETpHs CootsercrByeT TpeGoBaHHAM 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®-cnekrps
NOIJIOMIEHHS] HCIBITYEMOTO  pacTBOpa H
pacTBOpa CTaHAapTHOIO obpasia
LETUPU3MHA THApOXJIOpHAa B 00IacTH OT
200 no 400 HM AOMKHBI UMETb MAKCUMYMBbI
NOrIOUICHUS. MPU OJHOW M TOH K€ JUIMHE
BOJHEI ¢ HOMYCTHMBIM OTKJIOHEHHeM + 2
HM.

Water / Boga 3.2% wiw/3.2%

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

4 | Uniformity of dosage units /
Oaunopoanocrn
A03UPOBAHNA

21/2,1 Acceptance value (AV) should be not more

than 15.0 / [lokasarens mNpUEMIEMOCTH
(AV) momxen 6niTh He Gonee 15,0.

Remarks : The Product confirms to ND/

Ipumeyaune: [Iponykt cooTBeTcTBYET TpeboBanusM HJ

Conclusion : APPROVED /
3akaiouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJN3A

Product : Celrine film-coated tablets 10 mg
ITpoayxr: TleTpuu, TabneTku, NOKPHITHIC NICHOUHOM obosiouroit, 10 mr

Batch No / B2303294 Batch Quantity / : 955.000 KG/
Cepusi Ne O6beM cepru 955,00 KI'
Analytical Report No / . 2002FP23002488 Date of Analysis / 28-10-2023
AHanuTH9ecKUi oTyeT Ne Jlara ananusa

Date of Manufacture / 09/2023 Date of Expiry / 08/2026
Jara npumssoactsa ToncH no

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

TIN013283/01 ot 13.07.2023

5 | Dissolution / PacrBopenne

Unit-1 / Tabn.-1 97%
Unit-2 / Tabn.-2 97%
Unit-3 / Tabmn.-3 98%
Unit-4 / Tabn.-4 96%
Unit-5 / Tabn.-5 96%
Unit-6 / Tabn.-6 98%

Not less than 80% (Q) of the labeled amount
of  C,H,sCIN,O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) or HOMHHANLHOTrO coaepsKaHUs
Cz] H25C1N203 -2HC1 (I_leTI/IpPIB HHa
auruapoxnopun) depes 30 Mum.

6 |Related Impurities by HPLC/
PosxcrBeHHbIC IPHMeECH

Impurity A / TIpumecs A

Impurity B / [Ipumecs B

Impurity C/ TTpumecs C

Impurity D / TTpumecs D

Impurity E / [lpumecs E

Impurity F / TIpumecs F

Any individual unidentified
impurity / Jto6asa eauHuuHast
HeHUIeHTHOHIHPOBAHHAST
TpUMech

Less than Limit of Detection (LOD =
0.005%) / Hmxe npenena
obuapyskenns (10 =0,005 %)

Less than LOQ (LOQ = 0.010%) /
Huke npeziena KOAM4ECTBEHHOTO
onpenenenns (TTKO = 0,010%)

Less than Limit of Detection (LOD =
0.006%) / Hioke npenena
obuapysxenus (TIO =0,006%)

Not detected / He obuapykeHa

Not detected / He oGHapy keHa
Not detected / He obnapyseHa
0.08% /0,08%

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

Not more than 0.2 % / He 6o51ee 0.2 %

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

Not more than 0.2 % / He 6osee 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 6os1ee 0,2 %

Total impurities / 0.2%7/0,2% Not more than 2.0 % / He 6onee 2,0 %
CymMa npumeceit
7 | Assay / KoauuecTtBenHoe 991 mg/991mr Not less than 9.0 mg and not more than 11.0

onpegeenue

99.1%/99,1%

mg C,1H,sCIN,O4-2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 Mr go 11,0 mr
Cy1H,5CIN,O5-2HCI (ueTupHu3nHa
avruapoxiopun) B tabnerke (or 90 % no
110 % OT HOMHHANLHOTO COACPKAHHS).

Remarks : The Product confirms to ND/
Tpnmeuanne: [1poaykT cooreTcTByeT TpeboBanmam HJL

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Printed Date & Time (I1ST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATM3A

Product : Cetrine film-coated tablets 10 mg
Mposykr: Llerpum, TabACTKI, NOKPHLITHIC N1CHOYHOH obonoukow, 10 mr

Batch No / B2303294 Batch Quantity / : 955.000 KG/
Cepus No ObbemM cepun 955,00 KI"
Analytical Report No / : 2002FP23002488 Date of Analysis / : 28-10-2023
Ananutudeckuii otyeT No JlaTta aHanuza

Date of Manufacture / 09/2023 Date of Expiry / . 08/2026
Jara npou3BoAcTBa T'open no

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

I1N013283/01 or 13.07.2023

8 | Subdivision of tablets /
OmopoaHoCTH Mace PH
JeJIeHHH TA0ICTOK

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. /
TabneTky COOTBETCTBYIOT — TpeGOBaHUsAM,
ecnii  He Oonmee |  eauMHuuHas macca
OTKIIOHsAETCA 3a mpeneisl 85 % - 115 % ot
cpenHeit Macchl. TaGmerku He
COOTBETCTBYIOT TpeboBaHusAM, eciu Ooaee
yem 1 MHAMBHAYANTLHAS Macca OTKJIOHAETCS
OT  3THX  mpejesioB  unun, ecam 1
WHAUBUAYadbHAs Macca OTKIIOHAETCS 3a
npeaenst 75 % - 125 % oT cpenHeit Macchl.

9 [Microbiological purity* / Muxpo6uonornyeckas YHcToTa™*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O6ee ancio He 6omee 1000 KOE/r
a’poOHbIX MHKPOOPraHH3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O6wee uucno He 6onee 100 KOE/r
JIPOAOKEBBIX U MJIECHEBBIX

rpuboB

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

OrcytetBue B I T

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykt coorBercTByeT TpeboBanmsam HJT

Conclusion : APPROVED /
Zakawouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST): 28-10-2023 20:43:27




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAI3A

Product : Cetrine film-coated tablets 10 mg
Upoayxr: LleTpuH, TabneTku, NMOKPhIThIE MJICHOYHOH obonoukoi, 10 mr

Batch No / B2303294 Batch Quantity / : 955.000 KG/
Cepus Ne Obbem cepuu 955,00 KI'
Analytical Report No / : 2002FP23002488 Date of Analysis / 28-10-2023
AHanATHYECKHI oTyeT No JlaTa ananu3a
Date of Manufacture / 09/2023 Date of Expiry / 08/2026

| Jara npounssojcisa Toned 0o

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

10 | Packaging / YnakoBka 10 tablets in PVC/PVDC//aluminum | 10 tablets in PVC/PVDC//aluminum blister.
blister. 3  blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carfon. / ITo [in a carton. / Tlo 10 rabnerok B
10 TabneTok 8 | [IBX/TIBJIX//ajmtomunueBom Gaucrepe. Tlo
MNBX/IBJIX//anroMunueBoM 2 w3 GiMcTepa BMECTE ¢ MHCTpYKIHe#t Mo
Gmuctepe. [lo 3 Guucrepa BMecTe ¢ | IPHMEHEHMIO  YNAKOBAaHBI B MA4Ky
MHCTPYKUMEH M0 MPUMEHEHHIO [ KAPTOHHYIO.
yMakoBaHb! B AYKy KapTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B coorserctiu ¢ HJJ,

12 | Storage conditions / At temperature below 25 °C. / TIpu Temniepatype He Boilue 25 °C.

Xpanenne
13 | Shelt life / Cpox rognocTn 3 years /3 ropa

*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 / [Ipogooumcs npouzgooumenem npu GolnycKe NepuoOULecKu. O
kanicooti 20-oii cepuu unu ne aenee 1 pasa @ 200. Hoxasamens moxcem Goime e exmoven 6 Cepmucpuxam

ananuza pupmel.

Remarks : The Product confirms to ND/
IIpumeyanne: [Iponykt cootBeTcTBYeT TpeboBanuam H/L

Conclusion : APPROVED /
3axkmoyenue: OJJIOGPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Uncontrolled Copy
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