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Remarks : The Product confirms to ND/
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CERTIFICATE OF ANALYSIS
CEPTHOHRAT AHAJIN3A

Date of Expiry / o 0572027
oaeH ao

po M : TINO132R3/03-130723

Result ! Pesvanrarst Specification / Hopma
) P 1

4
lored, round, bicenvex film- | White
film-coated tablets with a break line on

or ufi-white colored, round. biconvex

coated tublets with a break line on one
ne side, While core on cross section, | side, White 1o offwhile core on cross
Ky 2 IBORKOBbIZIY KALIE scetion. Kpyrable  ABOMKOBLIIYKALIC

Tabne KM, TIOKPBITHIE TTEHOYHON TalIeTRY, [IOKPBITHIE HIICHOYHOTT
1600 K0N B210T0 UneTa, ¢ pucKoi | obonodkon  Geloro  HaM  rodd  Genoro

upetd, « puckeit Ha oanoft cropone. lla
FIOMCPCHHONM Da3peic 94pe oT Oeiore Jo
noyrH Genoro LBeTa.

Wil 0FHOI cTopone. Ha nonepedrom
paspesc aapo benoro nesia.
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Bagmmoucze: OJIOBPEHO
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I Date of Manufacthe
]
Hata npouIBoncTRa
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0672025 L.
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CERTIFICATE OF ANALYSIS

1€H

2 | Identification. Cetirizine / o mnnoers, Merupuinn

o1, HPLC/BIXKX

YQ-crieKTPOPOTOMETPHSA

3 | Water / Boaa

4 Uniformity of dosage units /
Oanopognocts
JO3HPOBAHHS

i

Complics as preseribed /
CoOTBETCTRYET TPCU ORI

Complics as preseribed /
Cooretcrsyet Tpefopannan

3.0% w/iw /3.0

052027

The retention time of the main peal in the
chromatogram  of  test  solution  should
comply with the retention time of (he main
peak in the chromatogram of Cetirizine
Hydrochloride reference standard solution
(section "Assay™). / DBpeva ynaepuaisanua

OCHOBHOMO  [IMKR 1A  XpOMaTOTpaMMe
HCMBITYEMOIC pacTropa AQAAKHO
COOTBCIUTBURATE  BPOMUIT WV ACPIKUMBaHKHA
OCHOBHONO Hka na XpoMaTorpamMme
pacTsopa TAHTAPTHOT O ofipaiua
LeTHPLEIIHA rHAPOXACP AR (pasaen

«KonuuecTReHNOE Olpele/ IeHUE ).

The UV-spectrum’ of the test solution and
the Cetirizine Hydrochloride reierence
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@-ciekTps
(IOTAOIIEHHS  MCMBITYEMOrO  PacTBOpa o
pacrgopa CTAHAAPTHOTO obpasua

ueTHpU3UHA THIpoXJopuaa B objacty or
200 no 400 uM nOMKIIBL HMETL MAKCHMYMbI
MOTAONIEHHA TPV OHOW W TOH e Juimne
BOJHBI C JOAYCTHMBIM OTKIOHEHWEM + 2
HM.

Not more than 8.0 % / He Gonee 5,0 %

T 42742

i Iimm;rks :
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IIpumeyanue: poyKr coOTRETCTR P
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Bnciusioﬁ . APPROVED /_

Acceplance value (AV) should be not more
than 15.0 / Toxazarenr npuesaesocin
(AV) qomken Opite ne Gonee 15,0,
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lara Npor3RQICTEA

yerformed according ND 7 .

5 | Dissolation / Pacroopenie

CERTIFICATE OF ANALYSIS
CEPTHPHKA T AHAIM3A

0672024
B 0w e
Aaaus nporeaen no HiL T NOT3IS,

I | Unit- I 3 a0

: "~ Unit-4/ Tadn-4 101°
! Unit-5 / Ta61.-5 G0
| Unit-6 / Tat1.-6 Y

Related Impurities by HPL.C/
Poncrsenpie NpUiMecH
Impurity A/ Hpumecs A

Impurity B / [puvecs B

_l;npﬁrity C/ Hpumees C

Impurity D / ITpumecs D

i Irupurity E/ ﬂpm&ecn, E

' I;npurity F/ Hp}:mm& F

| Any individual unidentificd
impurity [ Jhiobas ejunnunan
HeuAeNTHOHLIMPOBAHHAS
npuMech

Lotal impurities /
Cyama npymecei

Assay / Konusecrsennoe
oupc'le.lelme
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Remarks ; The Product confinms to ND7
Mpumeuanne: IIponvkr coorperernyer tpetosanian HI

‘Less than Limit of Detection (LOD
0.00594) / Huce npentena
obuapyvikeuus (I10 = 0,005%%)
Less than LOQ (LOQ = 0.010%:)/
Huse npeieii KOBHYCCTBOHHOUTO
onpeenenua (JTTKO = 0,010%5)

{Less than Limit of Delection (LOD

|0.006%0) / Hinke npenena

loGuapysaxennn (110 = 0,00677)

Not detected / e obnapykens

0.06%% 7 6,06%

Not detected / te oGuapyskena

0.07% /0,07

0

0.1%0,0,1%%

1015 mg/ 10,15 mr
101.5% / 101,5%

(11-1307

Date of Expiry /

:ss than 80% (Q) of the labeled ambunt
of Gy I1:CIN.O, - 2HCT {cetirizine
dibvdrochloride) after 30 min. / He sence
(Q) or HOMHUAALIOTO COREpHalig
(UeTHpH3IHA

“{} v

auruapoxaopun) vepes 30 mun,

"T"Conclusion : APPROVED /
I 3aunouense: OJIOGPEHO

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

: Notmore than 0.2 %0/ He Gonee 0,2 %

% / He Gosee 0,2 %
%/ He Goree 0,2 %
%/ He 6omee 0,2 %

%% / He Gonee 0,2 %

Not morc than 0.2
Not more than 0.2
Not more than 0.2

- Net more than 0.2

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

Notmore than 2.0 % / He Goanee 2,0 %

Not less than 9.0 mg and not more than 11.0
mg C.Hy5CIN, O, 2HCI (cetirizing
P dihydrochloride) in tablet (between 90% and
" 110% of label elaim).” Ot 9.0 Mr no 11,0 mr
C;H;sCIN-0O;-2HCI (ueTupH3Una
JHrHapoxopun) B radietke (ot 90 %% go
‘ 110 0 01 HOMIHANBHOIO COACPKaHMNA).
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHATIIZA

I ;

| Date of Manufucture / : I
Jhara nponInoacToa |

Anabysis performed according ND /7 A pporeien o Hik [T NGL3283/01-130723

I's | subdivision of tablets / Complics as prescribed
QuanopoTHECTL MACC ApH | Coorpererayer Tpebonainian
Jgeneityn TabacTor }

9 Microbiological purity* / Mukpofuo.rornueckas yncrora®
" a) Tolal Acrobic Microbial i Not Applicable
Count / Obwee uncno
[ a3pOBHBIX MUKPOOPI'AHH3MOB

b) Total Combined Yeast and Not Applicable
moulds count / Obuee yucno
JPORGKEBBIX U MUIECHERLIX

| rpudon

{ ©) Escherichia Coii Not Applicable

The wblets comply with the test, if not more
than 1 individual mass is outside the limits
oi 85 0 1o LIS % of the average mess. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, i’ I individual mass is outside the limits
of 75 % to 125 % of the average mass. /
TafiieTen  cOOTBETCTBYIOT  rpeforanisv,
cenn ne  Goaee [ caMumunas vaces
GTRI0RICTCH 38 npedener 85 94 - 115 90 ot
epejipeit wacesl, TaGnersy e
CONTRETCTLYIOT TRCOoBanmamM, ecii (once
dem | uumisKTyansas Macca OTKI0HACTCs |
OF X ppeacaos Map, ecean 1
MHIHEMAY ABHAS  MaCca  OTKIOHACISL 23

npenenst 75 % - 125 % ot cpejiHei macer.

| Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

Not more than 100 CFU/g/
He Bonee 100 KOE/T

'

Shell be absentin 1 g/
Oreyrersye s | r

Remarks : The Product confinus to 15D/
Hpumesane: Hpoavir ceorsercrayer tpebopannay H, D
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12 | Storage conditions /

Alara HpOHiROCTER

Anakysis perfonned according ND - Anan

0 | Packaging / Yuawonicn [0 blels in PA
blister. 3 bl
formation leafl
Tagn

10

CERTIFICATE OF ANALYSIS
CEPTHOHEAT AHAAN3A

H3 HPOBEJCH

noH

CpY

et in

no

1eTOR
HBX/MBIX amomiidesos

aanetepe, o 3 Gaucrepa smecie ©
HHOTPYELHET
YIIAKOBaHbI B NAYKY KaPTOHHYIO. |

i
i
i
i

JIDHENOE3282:01-130723

'DC atuminum | 10 wblets in PVC/PVDC 7 aluminum bilister.
and  patient | 2 or 3 blisters and patient infarmation leatict
acarton. / llojin a carton. / Tlo 10

HPHMOHCHEID | BEADTOHHYIO.

H
i

1! LabeEin'g/ MapkupoBra /\ccordlng 1o ND / B cootseicienm ¢ HJI

| Xpancune

13 | Shelflife / Cpox roanoern | 2 e

At temperatuie below 25 “C. / Tpn tewnepatype ne Beite 25 °C

TAVACTOK I

NBXAIRIXYamomunmeroM Gancrepe, TTo
2 i 3 Gamerepa BMECIC © HHCTPYRIMeH no
HPUMCHCHHIO  YI8KOBaHL

E HAKY

*Test iv performed periodically vwith the interval of 1 from 20 batches, or at least once a year. The 1est can

he absent in the Certificate of Analysis / 1Iposodumes: npogscodune
raoegort 20-cir ecpun wo e arcsed 1 pasa s

AT

T hupater
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