Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Product Cetrine filim coated tablets, 10 mg ) = }
MIpoaykr [eTpuH® TabNETKK, MOKPHITHIE TIEHOUHOI 060104k, 10 MT - |
Batch No / : B2203754 Batch Quantity / : 687.600 KG/
|Cepust Ne . Obbem mapTuu 687,600 KI" |
Analytical Report No / 2002FP22002438 Date of Analysis / 23-12-2022
AHaJHTUYECKHIT 0TYEeT No JaTa avanusa
Date of Manufacture / 11/2022 Date of Expiry / 10/2025
lata npoM3BOACTBA Topen 10 il
Analysis performed according ND / Anauus nposegen no HJI: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)
Ne [Test/IToxasaTenn [ Result / PesynbTaThl ) Specification / Hopma N ]
White coloured, round, biconvex film|White or off white coloured, round,
1 Description / Onicanue coated tablet with a breakline on one side.|biconvex film coated tablet with a
White core on a cross section. / Kpyrnsie|breakline on one side. White to off-
JIBOAKOBBINYKJIblE TabJeTky, MOKpbIThic|white core on a cross section. /
IIEHOYHOM o0onmoukoit 6emoro 1sera, ¢|Kpyrible OBOAKOBHIMTYKIIbIE TablETKH,
puckoit Ha  omgHoM  cTopoHe. HalnokpwiTele menodnod  obomoukoit
MmorepevyHoM paspese — sApo Oernoro(benoro uay nodtd 0Oenoro mBera,
[(BETA. puckoii Ha omHOW cTopoHe. Ha
MOTNePEYHOM pazpese — IApo oT Genoro
10 MoYTH O€esnoro 1UBeTA.
2 Identification by HPLC/ Complies as prescribed / The retention time of the main peak
[TomnMHHOCTh COOTBETCTBYET in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard
solution (section Assay). /
BpeMss yAepKWBaHUS OCHOBHOTO
niKa Ha XpoMarorpaMmme
UCIIBITYEMOTO  PacTBOpa  JAOJDKHO
COOTBETCTBOBATh BpeMeHU
yIOepKMBAaHUA OCHOBHOI'O TMKa Ha
XpoMmarorpamme pacTBopa
CTaHAAPTHOro oOpasua LeTUpHU3NHA
THIPOXJIOpHIa (pasmen
) «KOnUYecTBEHHOE ONpPEAENEHUEY). |
3 Average weight / CpemHss 191.2 mg /191,2 mr 191.0 mg + 3.0% (185.3 mg-196.7 mg)
Macca 191,0 mr £ 3,0% (ot 1853 wmr nmo
S R 196,7 mr)
4 Water / Bona 2.7% wiw /2,7% Not more than 8.0% w/w /
. - He 6onee 8,0 % - |
5 Uniformity of dosage units 33/33 The acceptance value (AV) should be
OOHOPOIHOCTE less than or equal to 15.0/
O3UPOBAHUSA [Tokasarenas npuemneMocty (AV)
imoimked ObITEL He Hosee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TpumMeuanue: IIpoaykT cooTBeTCTBYET Tpebosanusam HJI 3akmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg ]
IMpoaykT Lletpun® TabneTky, TOKPLITIE TNIEHOYHOH 060M09K0M, 10 MT
Batch No / : B2203754 Batch Quantity / : 687.600 KG/ -
|Cepusi Ne O6beM mapTun 687,600 K"
Analytical Report No / 2002FP22002438 Date of Analysis / 23-12-2022 |
AHajJinTHYECKMI oTdeT Ne B JaTa anaau3sa - |
Date of Manufacture / 11/2022 Date of Expiry / 10/2025
JaTta npou3BoACcTBA Toaen go

Analysis performed according ND / Anasus nponegen mo H/: TTN013283/01-160919 (amend Ne 1 from

6

Ne

[ Test / TlokazaTenb

Result / PesyabTaTsl

~12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / usm. Ne 2 ot 07.10.2021)

Specification / Hopma

| Dissolution / PacTBopeHune

95%, 96%, 97%, 96%, 99%, 99%

Not less than 80% (Q) of the
labeled amount of
C21H25CIN203'2HC1 (cctirizinc
dihydrochloride) is dissolved in 30
minutes /

He wenee &0 % (Q) ot
HOMHHAIBHOTO cozteprkaHus
C,1H,5CIN,05-2HCI (metupusnna
nuruapoxiuopun) uepes 30 MuH.

Impurities by HPLC/
PozcTBeHHbIE TPUMECH
LEeTUPU3UHA

a) Impurity A /
npuaMech A

b) Impurity B/
nprMech B
c) Impurity C/

npumeck C

d) Impurity D /
npumecs D

e) Impurity E /
mpumMech B

f) Impurity F /
npuMech F

g) Any unspecified impurity

JIrobas equumIHas
HEUACHTU(GUUUPOBAHH
ast IpUMech

h) Total impurities / Cymma
npuMecei

Less than Limit of Detection
LOD=0.005%)

Not detected / He obHapyxeHa

Not detected / He obHapyxeHa

Not detected / He obnapyxena

0.03% /0,03%

Not detected / He o6nHapysxeHa

0.06% / 0,06%

0.1% /0,1%

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

b) Not more than 0.2 % / me 6onee 0,2
%

c) Not more than 0.2 % / He 6oee 0,2
%

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

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

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

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

h) Not more than 2.0% /
He 6onee 2,0%

Remarks : The Product confirms to ND/
N pumeuanue: [TpoaykT cooTBeTCTBYET TpeboBaumsM H]J

Conclusion : APPROVED /
3akaruenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg o
HpoaykT LleTprH® TabNEeTKH, TOKPHIThIC MIIEHOIHON 0601049K0H,10 MT - -
Batch No / : B2203754 Batch Quantity / : 687.600KG/ I
| Cepus Ne O0bem napTuu 687,600 KI' |
Analytical Report No / 2002FP22002438 Date of Analysis / 23-12-2022
AHagurnyeckuii otuer Ne JlaTa anaan3za
Date of Manufacture / 11/2022 Date of Expiry / 10/2025
Jara npon3BoacTea Tonen mo
Analysis performed according ND / Anauus niposeacn mo HI: TI N013283/01 160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3m. Ne 2 ot 07.10.2021)
Ne  [Test/ ITokazaTtenn Result / PesynabTaThl  Specification / Hopwma B |
8 Microbial limits /
Mukpobronoruyeckas
qHUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Ob1mee uucno Menee 10 KOE/r He Gonee 1000 KOE/r
a3poBHBLIX MUKPOOPTaHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / IHe 60nee 100 KOE/r
mould count / O6uiee uncno  Menee 10 KOE/r
IPOJOKERBIX M TIECHERBIX
rpudos Shall be absent in 1g / Otcyrcreue B 1
Absent in 1g / OtcyTcTBYeT B IT r
¢) E. coli - -
9 Assay / KonnuectBenHoe 9.78 mg /9,78 mr Each film coated tablet contains not
ovipeiesieHIe less than 9.0 mg and not more than 11.0
mg CyHysCIN,O3:2HCL  (cetirizine|
dihydrochloride) per tablet / Ot 9,0 mr
110 1 1,0 MTr C21H25CIN203'2HC]
(ueTupu3zuHa  JUTUIPOXIIOPHA) B
| TabieTke.
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet |or 3 blisters and patient information
in a carton. / ITo 10 Tabnerok B leaflet in a carton. "In bulk" package:
[IBX/antoMmunnesom 6amctepe. [To 10 blisters in a carton. 252 cartons in
3 6nmcTepa BMeCTe ¢ MHCTPYKLUWeH Mo [master carton.
NPUMEHEHWTO YITAKOBAHBI B ITAYKY / Ilo 10 TabneTok B
KapTOHHYIO. [TBX/anromuaneBoM Gnuctepe. [o 2
uny 3 Gnucrepa BMECTE C |
MHCTPYKLUUET 110 TPUMEHEHHIO
yMaKOBaHBI B TAUKy KapTOHHYIO.
Vmakoeka  "in-bulk": Ilo 10
GIACTEPOB MTOMEIIAIOT B KAPTOHHYIO
kopobky. Ilo 252 kaproHHBIE
KOpoOKW TOMEILaloT B KapTOHHBIN
- - KOpoo. -
11 Labeling / MapxupoBka According to ND / B cootBeTcTBME ¢ H]]
12 Storage conditions / At temperature below 25 °C. / I1pu Temnepatype He Bbline 25 °C.
XpaueHue
13 Shelf life / Cpok ronsoctt 3 years / 3 roga o
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
pumeuanue: IIpogykT cooTBETCTBYET TpeboBanusm HJI 3axaouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 4

Printed Date & Time (IST):

26-12-2022 11:53:41



Uncontrolied Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s Q3¢

Title

B2203754

Document No.

QUA-FT02-1913

“Verslon - 1.0, CURRENT Approved Date | 26-Dec-2022
Intention Employee ID User Name . Date (IST)
Prepared By P00021162 Latha Dasi 23/12/2022
18:28:51
Reviewed And P00034556 V Krishna Nimmakayala]  23/12/2022
Approved By 20:29:54
Approved By QA P00019846 K Narayana Swamy 26/12/2022
11:43:27
Page 4 of 4

Printed By: K Narayana Swamy

Printed Date & Time (IST):

26-12-2022 11:53:41




