CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJM3IA

|Product Cetrine film coated tablets, 10 mg

Hponyt HLETPEHOL TAOTCTHIL, HORR Thi© :_;;ﬁ:Hleqﬁ_ut onomon, 10 M1 ] o R l
Batch No/ : B2301729 |Batch Quantity / . 687.600KG/ 1
Copnst Ne _ e |Ofnem RapTUR G8TO0OKL ]
Analytical Report No/ + 2002FP23001517 Date of Analysis / 24-06-2023
éna;m‘ruqe_cmii orger N2 __ \ava awanmia e -
Date of Manufacture / s 05/2023 %Date of Expiry / 04/2026

Jlara npom3soncTa _Topen no

N | Test/ Dkasarens

1 Description / Omicanue

2 Identification by HPLC/

Remarks ; The Product confimns fo ND/
Tpumeyanue: TIPOMYKT COOTBETCTBYEY TpeGonammsm HIT

WI-GLOB-QA-0669-1.0

Printed By: Ajay Kumar.....

TloITUHHOCTE
i
|
¥
3 1 Average weight / Cpemia
Macca
4 |Water/Boma T
5| Uniformity of dosage units |
/ QOHOPOREOCTE
'HO3MpPOBAHMR

Analysis performed according ND / Ananus nposesen no HJI: IT N013§§3101—16091§_(améhd Ne 1 from
' 12.05.2020 / mam. Ne 1 01 12.05.2020, amend No 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021) o

 Specification / Hopma __
White coloured, round, biconvex film White or off white coloured, round,§
coated tablet with a breakline on one side.biconvex film coated tablet with a
White core on a cross section. / Kpyrmsie breakline on one side. White to off-’
posKOBMITYKiNIC  TabneTKd, TMOKparTsIe\while core on & CrOBS section. /!
ncuosHOE ofonoukolt Gemoro meers, ¢|Kpyrsikic JMBOAKOBRITYKIEIC Tabnerxy,

puckoll WA OHOH  CTOPOMC. Hanowpurae mIeHowHOH  ofonouxof
monepewmon paspese — anpo  Genorofbenere Hm IOETH 6enoro 1mera, ©
1BETa. puckolk A omHOH Ccropome. Ha

norepeniom Paspese — Fpo ot Gemoro|
10 pouty Gemoro wpera,
The retention time of the main peak

in the chromatogram of test solution |
should correspond to the retention

Complies as prescribed /
COOTBETCTRYET

dihydrochloride reference standard
solution (section Assay). /
Bpems  yIepKUBAHMA OCHOBHOIO
mERa Ha XpOMATOTPaMME
HCORTYEMOTO PAcTBOpa  HOJDKHO
COOTBETCTROBATE BpPEMEHH
! YICMKUBAHAA OCHOBHOIO ITMKA Ha
| POMATOIPAMME pacrTsopa
TaumapTEOre ofpasua meTHpU3MHA
CHIpOXIOpH AR (pasuen
KOMHECTBOHHOE ONPENENCHHACH). _ |
191.0 mg £ 3,0% (185.3 mg-196.7 mg)
191,0 Mr & 3,0% (or 1853 wmr go
1967
Not more than 8.0% w/w /
He Goree 8,0 % R
The acceptance value (AV) should be |
|!csx' than or equal to 15.0/
Mowkysa e, npuemiemoctH (AV)
oskes BsrTs He Gomee 15,0

1864 mg [/ 1864 mr

22%wiwi22%

g4/84

i o

~ 7T Conclusion : APPROVED/
| 3armoaenne: ONOSPEHO _
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTHA3A

[Product : Cetrine film coated tablets, 10 mg
Hpogysr 1 Ueipun® I, UKD e 1IN0 OH of wporneoit, 108
Batch No / : B2301789 Batch Quantity / : 687.600KG/
'Cepua Ne e |OCmew napree EBTLU0KT |
Analytical Report No/ : 2002FP23001517 Date of Analysis / : 24-06-2023 M
ApsmuTHaeckui oraer M il B UG E RN
Date of Manufacture / : 05/2023 Date of Expiry / 0472026
flaTa MpOWIBONCTRA - {Tomen 10
Analysis performed according ND / Aranu3 nponejer mo HIT: TIN013283/01-160919 (amend Ne 1 from )
| 12.05.2020 / nam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / msm, Na 2 07 07.10.2021)
Ne | Test/ Tlokasarens " | Result / PesymsTamt . " [Specification/Hopra |
6 |Dissolution/Pactaoperme | 101%, 96%, 98%, 95%, 98%, 96% Not less than 80% (Q) of the
labeled amount of
szHgssz();'ZHCI (cetinzine
dihydrochloride) is dissolved in 30
minutes / l
He wmemee 80 % (Q) or !
, HOMUHATEHOTO COREpRANUA
i 1 CmstClNzOg‘ZHCI (]IC’I‘HPHSHB&
I B = smarappoxiopux) sepea 30 muw.
TImpurities by HPLC/ i
PORCTACHHEIE IIPAMECH i Not detected / He obrapyxeHa a) Not more than 0.2 % / me onee 0,2
1ETHPH3HHA ] %
a) Impurity A / iNot detccted / Fle ofinapyxent ib) Not tmore than 0.2 % / ze Gonee 0,2
pumechk A o,
lgﬁg::g B/ Not detected / He obnapyxena ) Ejf’t more than 0.2 % / ue Gonee 0,2 :
! c) Impurity C/ Not detected / He o6napyxera
mpamecs C - " d) Not more than 0.2 % / ve Gonee 0,2
o
g::;{[x:{l:;lg B Less than 1.00O (LOQ — 0.023%:) / Himce N di 3
HPCAETIA KOTANCC T BCHAORO ONpe e eIl ?) ot more than 0.2 % / me Gonee 0,2
&) Impusity B/ (ITKO = 0,022%) %
ek Not detected / He ofHapyxena ) Not more than 0.2 % / e Goxnee 0,2
) Impurity F / %
mpuMecs F
) Not more than 0.2% /
g) Any unspecified impurity ot deiected / He o6napyxena He Gonee 0,2%
Jixo6an empHUTHAS t
BeH)CHTHYUIHPORAHH h) Not more than 2.0% /
Hph ot detected / He o6rapyxerna He Goxee 2,0%
h) Total impurities / Cymma |
npumMecei |
S | *
| Remarks : The Product confirms to ND/ Conclusion : APPROVED / T
ll_ngnmeqagug: TIpOAYKT COOTBETCTRYET TpeGopamsd B _l 3axmiogenue; ONOGPEHO u

WI-GLOB-QA-0665-1.0
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CERTIFICATE OF ANALYSIS
CEPTHOHAKAT AHAJTH3IA

{Product + Cetrine film coated tablets, 10 mg |
Mpoaywr 1 [erpms® ralnerss, HOKPLITIT nnerowHOH nhoowkoi, 10 Mr R i
Batch No / : B2301789 |Batch Quantity / : 687.600KG/

Cepua No___ o _|O6uem mapTER 687,600KL i
Analytical Report No / 1 2002FP23001517 {Date of Analysis / : 24-06-2023 T
AngnurHgecKuii oTIeT N I j_ll:_a'ra SHEJINIE o -
Date of Manufacture / + 05/2023 Date of Expiry / ¢ 042026

\JlaTa NpOMIRONCTEA o [Tomen o

Analysis performed accor;lin—é ND / Anaxns 'x;iaéneneﬂ wo HL: 11 NO13283/01-160919 (amend Ne 1 from |
12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

[Ne [Test/ Tlokasarens | Result/ PeaymnTatel | Specification/Hopma ]
8 Microbial limits / ‘ |
MexpoGHONIOrHIECKAT !
aECTOTE
a) Total acrobic microbial Less than 10 CFU/g/ ‘Not more than 1000 CFU/g /
;count / Obmee weno Menee 10 KOE/r 'He 6onee 1000 KOE/r
a2poBHEIX MMKPOOPTraHU3MOB
Not more than 100 CFU/g/
b) Total combined yeasts and Less than 10 Cru/g/ He Gonee 100 KOE/r
mould count / OBbmee wueno  Monee 10 KOE e
| IPOYMOKEBEIX H TITECHERRIX
rpubor Shall be absent in 1g / OtcyTcTene B 1
Absent in 1g/ Oreyrersyer s Ir i
 ®EBeli 5 A — i -
9 Assay / KomecTeemioe 19.68 mg /9,08 Mr Bach film coated tablet contains nof
i onpeneneHue ' less than 9.0 mg and not more than 11.0
| mg  CuHpsCINGO;-2HCL  (cetirizine
dihydrochloride) per tablet / Ot 9,0 nx
0 1 1,0 M C21H25C1N203 : 2HC]§
(ueTHpu3WHa  UTHIPOXJNIODHA) B
| ———— ” B rabmetke. ——
10 Package / YoakoBka 110 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information lealet in jor 3 blisters and patient information
a carton. / Ilo 10 tabnerox B leaflet in a carton. "In bulk" package:
[IBX/amomunneson 6mucrepe. [To 10 blisters in a carton. 252 cartons in
2 BuucTepa BMECTE C HECTpyKupel o master carton. {
YHMEHERIIO Y TIAKOBAHBL B [FGKY !/ TTo 10 ra6nerox 8
KanTOHHYIO. B X/amomurrenoM Gmactepe. ITo 2

i . w3 GmmcTepa BMECTE ©
MHCTPYKIHEH 10 MPHMEHEHIIO
|yTIaKOBAHET B TAYKY KAPTOHHYIO.
Vraxoeka  “in-bulk™: Ilo 10
G IHCTEPOB TIOMEIIAIOT B KAPTOHAYIO |
lkopobxy. Ilo 252 KapTOHHBIE
jcopofKe MOMEAwT B KaPTOHHEIH
N DR i S .. __xopob.
1 Labeling / Mapxmposka _»Acgor_d_ingﬁ to ND /B cooTBETCTBEH C HI I
12 |Storage conditions / At temperature below 25 °C. / Tlpy TeMTepaType He Briwe 25 °C
Xpanenue

13 .iShélf_ﬁfé"fCiJOK IOEHOCTH |3 years / 3 roga

Remarks : The Product confirms to ND/ anycilﬁioin-i-ﬁm%ﬁ])ﬁf .
Iprmesasue: IIDOXYKT COOTBETCTBYET mpeGopanmamv HJL | Sawrovenwe: ONIOBPEHO
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