CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAFM3A

"‘Manufactuys / 06/2024

s performed according NI/ Auamis upopeneti no |

- Ne Test / FlokAsaTemb J

I Description / Onucanue

i
l

; s R —
[n Remarks : The Product confirms 1o ND
Hpumeyanne: Iponykr coorsercrsyer Tpefonanmay Hil

WI-GLOB-QA-0669-2.0
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Printed By: Prasharth Voladri

1L FENOL32R3/01-130723

Result/ Pewvantarnt
! White colored, round, biconvex film-
= J coated tablets with a break line on
| | one side. White core on cross section. | side. White to ofewhite COre on  cross
[ Kpyraneie qposkoBruryisic
i TabeTK, TOKPLITHIe HRCHORHOH
OB0IIOYKOH DLI0r0 1BeT], ¢ PHUKOH
| Ha o410l cropone. Ha monepenow
pazpese sapo Henors neeTa.

Printed Date & Time (IST):;

Date of Expiry / 05/2027

Fosen no

Specification / Hopaa
e or off-white colored, round, biconyex
filmecoated ablets with 2 breal Tine on one

it

secion./ Kpyranie  amoskonbimyioise
¢ TabieTkn, TTOKDBITBIC TIE0YHOH
cobosoukel Genoro MM ouTw  Gemoro
CuBera, © prckolt ma oanoit cropone. IHa
LIONEPEUHOM paspese #Apo o7 6eioro 1o |
HOTTH BCH0TO TeeTa,

[ Conclusion : APPROVED/ o
3aarouenne: OHOBPEHO -

of 6
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHATIIZA

| i i il
i
I
| Date of Manufacture / o Un024
Tata apoitiBONCTEY
\nalyvsis performed accordine ND / Anuiee 1pois

Identification, Cetirizine / Honmmuocrs. Herupusun
1. HPLC/B3XX Conyplies a
TECICTEY ¢ (pedor

Co

I 1 2. UV spectrophotometry /

Complies os preserib
- Y-cniekTpodoToneTpiis :

Ceorsetersyer Tpefon

| 2 | Water / Bora 3.4% wiw 1 3,4%
" 4 Uniformity of dosage units {i ERe 8RR
I Oanopoanocts i
' J03UPOBAHMUS
P
r -
;_E{_emarks : The Product confirms to NID,
i Opunewanme: ponyxr COOTBCTCTRY ST Tpetonanigy 111
WI-GLOB-QA-0660-2.0
Page 2

Frrted By: Prashanth Voladri

Date of Expiry / : |

oaeH

preseribed /

THHAM

ed

Al UM

" Conclusion : APPROVED /
3armouennc: O/IOFPEHO ]

of 6

A0

1o [ IINGI3283/01-130723

. chromatogram
1 comply with the retention time of the main |

The retention tine of the main peak in the
of test solution  should

peak in the chromatogram of Cetirizine
Hydrochloride reference standard solution
(section "Assay"). / Bpemu YJCIKHBAli Ms

OCHOBHOI O H¥Ka Ha xpor‘fa‘rorpamz;
- BCTHbITyeMoOro pilc’[‘li‘*.)p'd AOTAHO
| COOTBETCTBOBATE HPCMEIM  viepsupanys
| OCHOBHOI'O HIKG - Hd XpoMaron paxmMme
i pacTBOp: CTUH1ApTHorG 0bpasna
HeTHPIIHHAL THAPOXTIIOpH 14 (pasmen |
(<K-JJ]I!‘£EJ.[‘_A.. 1HOE GH})&?AE_JCHHE»). '

" The UV-spectrum of the test solution and

¢ IETHDH3HHa THIIpOXIopraa B obaacty oT

r Not more than 2.0

|
|

i
i
|
|

Frinted Date & Tim= (IST):

g J -

the . Cetirizine Hvdrochloride reference
standard colution in the range 200 nm to 400
nm should exhibit maxima absorbance ai
about the same wavelengths with an allowed

variation of 2 nm. Y®-cnekTpLr
TIOIJIOMEHHS  HCMIBITYCMOI'O  pacTBOpa  w
pacrTropa CTARAAPTHOTO obpasna

200 10 400 BM KOMKITBI HMETH MAKCHMYMEI
NOTIOMEHHS NIPH OHOW M TO e ATHHe
BQIANS C AOMYCTUMEIM OTKIOHCHHEM = 2

£

CHM. f

/ He Gonee 80Y

. Acceptance value (AV) should be not morce

than 15.0 / llokasarens NPHEMICMOCTH
(AV) joimxen 6uiTh He Gonce 15.0.
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CERTIFICATE OF ANALYSIS
CEPTHGOHKAT AHATH3A

Date of Manufacture / 0672024 { Date ol Expiry 0572027
Hara uponssoscrsa I Tonei go
[ Analysis performed tND 7 Anamey iposeacs mo L 1T NO13283/01-120723
! Unit-1/ Taba.-1 997 { Not fess than 807 (Q) of the labeled smoum
i

101

Goe

420

Unit-2 7 Tabn,-2

, § ! Dissolution / Pacipoperie

I Unit-3

I " Unitd/ Tab 1.-4 999,
Unit-5/ Tabin,-5 100%
997

Unit-6 / Tab1.-6 |

6 Related Impurities by HPLC/
'Poncrsenibie npumecn
Linpurity A/ Lpusees A

' ' 0.005%) / Huxe upesiena

oomapyxenus (110 = 0,005%)

Less than LOQ (LOQ =.0.010%) /

Hitge npesena komuecrsennoro

onpenenenss (1IKO = 0,010%)

I Notdeteeted | se ofrapysicena

 Imparity F / Tlpuwect, F  Not detected / ne QFHAPYKCHA

b Ry Berdodeal Ty o
f\n; 'mcm_dual unidentified | 40 (1.04°
mmpurity / liobag eruununas
HeHACHTHOUUMPOBanHaY

NpKEMeCsH

I Impurity B/ [pmees, B
.Em; 1i[:; Cli Ip nvech O

Impurity E / TTpimecs L

Not detected / e oGnapyixena

|
I
|
i
|
i .0

TUa 0,07
Total impurities / 0.2%/0,2%
i CyMua npuyeceii

I

7 ' Assay / Koamgectnennoe

QUPLICICHIL

10.03 mg / 10,03 sr
[00.3%5 7 100,3°

Rematks : The Product confirms to NI/
Hpameyane: Mponvksr COOTBCTCTUY X TpeUoRani HIT

WI-GLOB-QA-0669-2.0
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Printed By: Prashanth Voiadr

Less than Limit of Detection (LOD -

“onclusion :

_ i

3araguene: OIOBPEHO

Printed Date & Time (IST):

5
|
N

of  CoyHasCINLOy 2HC
| dihydrochloride) after 30 min, /
FAU Y (Q) oT noMzHATBHOrG eo 1 :
Coy Hy: CINLO5 - 2HCT (wernpHsin

AMTUAPOXA0pHA) uepes 30 iy,

{cetirizing
He

UA

MCHCC

i Not more than 0.2 % / He 6o e 0

o I }

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

)

|
|
I
! e
Not more than 0.2 % / He Gouree 0,2 %

‘-ijtimaré than 0.2 % / He Gonce 0,2 %

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

Not more than 0.2 % / He 6once 0.2 %

i Not more than 2.0 % / He 6onee 2.0 ¥4

Not less than 9.0 mg and not more than 11.0 |
mg C.1Ho5CIN, 052 HO) {cetirizine |
diliydrochloride) in tablet (between 907 and

L1075 of label claim)./ OT 9.0 w1 20 | 1,0 mr

Ca HasCIN, Q4 2HC] (UeTHpUInHa |
ANriapoxtopun) B iabnerke (or 90 % xo :
110 %% or HomMuHATLHOTO COTCpHaHa),

APPROVED/

4
'

08-07-2024 21:10:54



CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

[ Date of Manulacture / 06 2024 Date !
Jara npomsoncrea : I'e
wnalysis pertormed according ND / Anasnn: npopeact mo HiL [ING12 '
| & | Subdivision of tablets / Complics as prese | The tablets comply with the test, if not mo
5 O.mopoanocTs Mice UpH Coorsercrayer tpebosanmam than 1 individual mass is outside the limits |
| eactm vatiaerok ol 85 Y5t 115 % of the average mass. The

tablets fuil to comply with the test, if more
than 1 individual wass is outside these limits
or, if 1 individual mass is outside the limits
i : of 75 % to 125 % of the average mass. /
! - Tabacrcs  coorsercisyor  1peGoraniam. |
cony He Bonee | eauHmwiag  macea
OTKJIOHACTCH 32 npeaeast 85 4 - 115 % or
cpeLIei MACCHL. Tabucrn He
COOTBCTCIBYIOT TPeCOBUHMAN, eClait Donce
Sen DO HTHBICDY A1bHAS MACCH 0K 10180108
0L JiuxX  Ipeaeios  WiH,  ecau 1
HUAMBHY G IRHAS  MACCH  OTKILOHASICH 34

npeaens 75 90 - 125 Y o1 epeuieit Macew,

9 ‘Micmbiolbgical puri-ty* fMl}lcpoﬁﬁalxornqecxaﬁ yHeTOoTAY -
:‘_,ln']:t“ﬁ—?t; “Lie Microbial *. —Na Agi)li-(-:ali-}lc ~ Notmore than 1000 CFU ;-,_ / T
Count / QOfniee yncIo : He Gonee 1000 KOLET

IPOUHBIN MEKDO OPraHii3zMon

b) Tolal Combined Yeastand Not Xﬁp}it_:;l_blé_ h ~ Not more than 100 CFU/g /
moulds count/ Conzee uneno | He 6onee 100 KOL/r
BLIX M TIICCHEBLIX | :

Nk Arplieatie | Shell be absentin 1 g/
Oreyrersue s 1 r

Ry
i
it
-
=
-~
£

" Remarks : The Product confirms to ND/ Conclusion : APPROVED / - . i
w puyerane: [lponykr cooteerersyet TpeSosanay HIL 3araioenne; OJJOBPEHO :

WI-GLOB-QA-0669-2.0
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Printed Cy: Prashanth Voladri Prinled Date & Time (IST):  08-0G7-2024 21:10:51



CERTIFICATE OF ANALYSIS

CEPTHOHRAT AHANH3A

;2 i [ [ ' I
| i
v a
Pyate of Manufacture / ()6/2002.
Cdara uponisoacrea

3283

cording ND / Ananus nposciaen 1o T TTNOL3 01

Analysis performed ac
PVC/PVDC ahuni
blisters  and  patieat
llo

10 tablets in il
blister, 2
i information leaflet in a carton, /

io ]
! ,

10 Packapging ; Ynaxesa

raacrox b

| HBXAIIXanominuenov

| Giuerepe. Tlo 2 Guuctepa Buecte ¢
HHCTPYKIUe HPHMUTICHITO

| YIaKOBalb! & HAYKY KapTONIyIO,

1o

11 | Labeling/Mapi@;;)B;:f

| §2
i | Npancuse

13

! Storage condiiions / AL temperature below 25 °C. 7 Hpe

Shelf life / Cpox rosnocru

“Test is performed periodically with the interval of ! from 20 batch
be absent in the Certificate of Analysis / {Iposodumes npouzeodume
Kaxucool 20-01t cepuu uny ne menee | pasa e 200, Hoxasamens woxc

AHAIUIQ Pripasl,

P —— =
* Remarks : The Product confirms to ND/
i JIpnmeqanue: TTpoayxr cooTsercTryeT rpeboBarusm HJT

WI-GLOB-QA-0669-2.0

Page 35 of 6

Printed By: Prashanth Voladri

| According to ND / B cootacrerem ¢ L]

v, OF af !
€M )‘7_3’.’ AR

| Conclusion : APPROVED /
_| 3akmioyenne: ODOBPEHO

Printed Date & Time (IST):

Prefad
i

-130723

10 tablets in PVC/PVDC/aluminum
2 or 2 blisters and patient inform:
in carton. / flo 10 radgeron
HBXMBAXamomuinicsonm 6 Herepe.

2y 3 Gnuctepa puecte ¢ HHCTpY K1tHelt
OPUMEHCHII  YNAKOBAHEI B
KADTOHTH Y.

blister.

ion leaflet

o
no
* mayKy

TeMIUCpaType He seiuie 25 °C,

year. The tesi ean
neruconyecr: das
noninie ne ervovcr ¢ Cepmughuram
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ELECTRONIC SIGNATURES
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l
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