Qe
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A Page10of4/C1p. 1u3 4
[Product : Cetrine film coated tablets, 10 mg - -
Mpoaykr : LieTpuH® TabneTku, NOKpbITbie NreHOYHoM 06010uKoi, 10 Mr
Batch No/ : B2100303 Batch Quantity / 1 672.060 KG/
Cepus Ne _ |OBvemnaprim 672,060 K
Analytical Report No/  : 2002FP21000147 Date of Analysis / 1 31/01/2021
lAHanMTMHeCKMVI oTyeT Hara aHanuza
Ne
Date of Manufacture/  : 01/2021 ~ |Date of Expiry / : 12/2023
Hata nponssoacrea FogeH po

Analysis performed_according ND / Auanus npoeeaeH no HA: M N013283/01-160919 (amend Ne 1 |
from 12.05.2020 / nam. Ne 1 ot 12.05.2020)

_N9 Test / Mokazatens

Result / PeaynbTathl

‘1 _ Descriptic;n / Onucanue Complies as prescribed /

|2 Identification by HPLC/ Complies as prescribed / _
- NMoanunHocTs CooTBercreyeT

| | :

. |

| |

| ‘

3 iAverage weight / CpegHsas macca, 190.6 mg /190,6 mr

i4 Dissolution / PacTsopeHue 98%, 96%, 97%,

97%, 94%, 96%

Specification / Hopma i
White or off white coloured, round,

CooteeTcTeyeT TpeGoBaHNAM fbiconvex film coated tablet with a

breakline on one side. White to off-white| -
lcore on a cross section. / Kpyrnbiel
{aBosAKOBbINYKNblIE TabnNeTKn, NOoKpbITblE
irlnEHOtlHoﬁ obonovkon Genoro wnu
inowm fenoro useTa, C pUCKoi Ha oaHON
cTopoHe. Ha nonepevyHOM paspese —
sapo ot 6enoro 4o noyT Beroro LseTa.
The retention time of the main peak

in the chromatogram of test solution |
ishould correspond to the retention
time of the main peak in the
chromatogram of sparfloxacin
reference standard solution (section
Assay). /

[Bpema yaepxumsaHna OCHOBHOIO nuka
Ha XxpomaTtorpamMme  UCMbITYeMOro
pacteopa [O/MKHO COOTBETCTBOBATb
BPEMEHWU YOEPXUBAHUS OCHOBHOrO
nUKa Ha XxpomaTtorpaMmme pacTsopa
cTaHpapTHoro obpasua uetupusPuna
rMapoxnopunia (paspen
|[«KonnyecTtBeHHOE onpegenermer),
191.0 mg £ 3.0% (185.3 mg-196.7 ing)
191,0 mr £ 3,0% (or 1853 wmr po
196,7 wmr) B

Not less than 80% (Q) of the labeled
amount of C21H25CIN203-2HCI
(cetirizine dihydrochloride) is
dissolved in 30 minutes / ‘

He menee 80 % (Q) ot
|HOMMHaanqo_ coaepxanns

Remarks : The Product confirms to ND/
MpumeyaHue: MpoayKT cooTBETCTBYET TPebGoBaHMAM HI

Conclusion : APPROVED /
3akntovenne: OQOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Hara: 31/01/2021

MoaroToBnEeHo: %L [poBepeHo: OpobpeHo: MeHeaxep / Pykosoautens
i
Date / Date / Date / o

HData: 31/01/2021

fdata: 31/01/2021
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A Page20of4/Ctp. 2un3 4
Product Cetrine film coated tablets, 10 mg T
Mpoaykr LieTprH® TabneTku, NoKpbIThble NAEHOUYHOR 060M04KoR, 10 Mr
'Batch No / : B2100303 'Batch Quantity / : 672.060 KG /
Cepua No O6bem napTum 672,060 KT
Analytical Report No / 1 2002FP21000147 Date of Analysis / : 31/01/2021
AHanUTNYecKuin otyer Nara aHanusa
[Ne
Date of Manufacture / : 01/2021 Date of Expiry / 1 12/2023
Hara npousBoscTBa ) fopeH o -

Analysis performed according ND / AHanu3 npoeaex no HI: M N013283/01-160919 (amend Ne 1

| from 12.05.2020 / uam. Ne 1 ot 12.05.2020)

| Ne
i

|Tes_t / Moka3artent

5 Impurities by HPLC/

ueTUpusnHa

a) Impurity A /
npumeck A

b) Impurity B /
[npumecs B
c) Impurity C /
npumeck C

) Impurity D /
npumeck D

e) Impurity E /
npumecs E

|
f} Impurity F /
npumecs F

| PoacTeeHHble npumech

: Result / Pe3yh bTaTbl

|
Less than Limit of Detection

(LOD=0.005%)

0.01%/0,01%

iNot detected / He oBHapyxeHa

Not detected / He obHapyxeHa

|
0.05% / 0,05%

Less than Limit of Detection

(LOD= 0.015%)

I ) Any unspecified impurity

' / Nobana eanHnYHan
' HenaeHTUMNUNPOBaHH AR

memer

h) Total impurities / Cymma

; npumecemn
|6 |[ Water / Boga
|

Nol detected / He oBHapyxeHa ‘

0.1% /0,1%

28%wiw /2.8 %

Specification / Hopma
C21H25CIN203-2HCI  (ueTupusura
aurnapoxnopug) yepes 30 MuH,

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

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

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/
MpumeyaHue: MpogykT cooTBeTCcTBYET TpeboBaHusm HI,

Conclusion : APPROVED /
3akntoyeHue: OQOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Hara: 31/01/2021

MoaroToBneHo: MposepeHo: ‘% OpobpeHo: MeHeaxep / PykosoguTens
% 4
Date / Date / Date / o

Hata: 31/01/2021

Harta: 31/01/2021
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Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTU3A Page 3 of4/CTtp. 3us 4

Product : Cetrine film coated tablets, 10 mg |
Mpoaykr : LleTpuH® Tabnetku, NoKpbITbIE NNEHOYHON 060104KOIA, 10 MF o
Batch No / : B2100303 Batch Quantity / 1 672.060 KG/
Cepus Ne - O6bem napTumn 672,060 KI"
Analytlcal Report No/  : 2002FP21000147 Date of Analysis / : 31/01/2021
AHanuTnyeckuin otyer Aara aHanu3sa
Ne
Date of Manufacture / : 01/2021 Date of Expiry / 1 12/2023
Hara npousBofcTBa - - Fopex po
Analysis performed according ND / Ananu3 nposeaeH no HA: N N013283/01-160919 (amend Ne 1
from 12.05.2020 / nam. Ne 1 ot 12.05.2020) - - |

Ne  Test/MNokazaTtenb | Result / PeaynbTathl Specification / Hopma |

7 Microbial limits / : -

| Mukpobuonornyeckas uucroTa ‘
\a) Total aerobic microbial count/ [Less than 10 CFU/g /
06Lyee Yncno aspoBHbix |MeHee 10 KOE/r Not more than 1000 CFU/g /
IMVKPOOPraH13MoB ‘ He Gonee 1000 KOE/r

b) Total combined yeasts and Less than 10 CFU/g /
| ‘mould count / O6wee 1ucno MeHee 10 KOE/r
I APOMOKEBBIX 11 NNECHeBbIX rpuGoB

Not more than 100 CFU/g /
c) E. coli Absent in 1g / OtcyTcTeyet B 1r He Gonee 100 KOE/r ‘
|
|

| Shall be absentin 1g/ OTcyTcTBre B 11 |

8 Unlformuy of dosage units ! 55/55 'The acceptance value (AV) should be

/ OaHOpOAHOCTL less than or equal to 15.0 / NokazaTtenb
‘ fﬂowpoaanﬂ npuemnemocTtu (AV) gomkeH bbiTb He
| ! B , _ [Bonee 15,0. |
9 Assay / KonuwyecTBeHHoe 9.89mg /9,89 mr |Each film coated tablet contains not less |
onpeapeneHne {than 9.0 mg and not more than 11.0 mg
|

‘ C21H25CIN203- 2HCI (cetirizing
|d|hydrochlov|de) per tablet / OT 9,0 mr a0

11,0 Mr C21H25CIN203-2HCI (UeTnpriznHa

Avrnapoxnopw) B Tabnetke. |

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

MpumeyaHue: MpoaykT cooTBeTCTBYET TPeboBaHUAM H/] 3akntoueHune: OQOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

lMoaroToBneHo; MposepeHo: OpobpeHo: MeHepxep / PykosoauTtens
i i

Date / Date / Date / o

OaTa: 31/01/2021 Lata: 31/01/2021 Lata: 31/01/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN: L85195TG1984PLC004507
Tel ;: +91 40 4900 2900, Fax : +91 40 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com
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|Product

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTU3A Paged4 of 4/ CTp. 413 4

Cetrine film coated tablets, 10 mg
[Nponykr : LleTpnH® Tabnetku, NOKpbIThiE NNEHOYHON 060M104KoR, 10 Mr

'‘Batch No / : B2100303 Batch Quantity / : 672.060 KG/
CepuaNe B O6®keM naptum 672,060 KI”
Analytical Report No/  : 2002FP21000147 Date of Analysis / : 31/01/2021
AHanuTuuyeckum otyer Dara aHanu3sa

Ne

|Date of Manufacture / 1 01/2021 Date of Expiry / 1 12/2023
[aTta nponsBoacrea logen ao

Analysis performed according ND / AHanua npoeegeH no Hf: M N013283/01-160919 (amend Ne 1
| from 12.05.2020 / nam. N2 1 o1 12.05.2020)

Ne |Test/MokasaTens
Package / Ynakoska

| Result / PeaynbTtarbl Specification / HopMa_
10 tablets in PVC/aluminum

Iblister. 2 blisters and patient
Mo 10 TabneTok B
Mo 2 6nuctepa BMecTe ¢

WHCTPYKUWEN NO NPUMEHEHWUIO |G MHCTPYKLUER NO NPUMEHEHUIO
lynakoBaHbl B Na4ky KAPTOHHYHK). [ynakoBaHsl B Nauky KAapTOHHYIO,

10 tablets in PVC/aluminum blister. 2 or |
3 blisters and patient information leaflet |
information leafletin a carton./ |in a carton. "In bulk" package: 10 blisters |
in a carton. 252 cartons in master carton. |
MBX/antomuHnesom 6nnctepe. | Mo 10 Tabnetok B MBX/antoMnHuesom
Gnuctepe. Mo 2 unu 3 6nuctepa emecre

Ynakoska "in-bulk": Mo 10 6nucTepos
NoMEeLLaT B KAPTOHHYIO kopobky. 1o
252 KapTOHHblE KOPODKM MOMELLAoT B

|
| =
111 ‘ Labeling / MapkupoBka

12 ' Storage conditions /
XpaHeHue
13 ‘_Shelf life / Cpok rogHocTH

_ ~ KapToHHBIA Kopob.
According to ND / B cootseTcTtBuu ¢ HJ]

3 years / 3 roga

r\t temperature below 25 °C. / Mpn TemnepaType He Bbille 25 °C.

Remarks : The Product confirms to ND/
Mpumeyanue: MNpoayKT cooTBeTCTBYET TpeboBaHnam HJ

Conclusion : APPROVED /
3akntovyeHue: OQOBEPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

HaTta: 31/01/2021

Dara: 31/01/2021

Dara: 31/01/2021

MoaroToBnEHO: eg [MpoBepeHo: OpobpeHo: MeHepxep / PykosogunTens
DaleH Date / Date / =
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