Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANTU3A Page1of4/Crp. 1mnadg
Product : Cetrine film coated tablets, 10 mg - -
Npoayer  : LIeTpUH® TaBneTku, NOKPLITLIE NeHoYHO oBonouKon, 10 Mr )
BatchNo/ - : B2100093 Batch Quantity / : BB5.530 KG/
Cepua Ne - O6kem naptuu B65530 K
Analytical Report No/  : 2002FP21000118 Date of Analysis /| : 27/01/2021
iAHanmuqecmm oTueT [Hava aHanusa
Ne
Date of Manufacture / 1 01/2021 Date of Expiry / 1 12/2023
{AaTa npouszsoacTea a ~ |logen go ) — ——
| Analysis performed according ND / AHanua npoeegen no HZ: M N013283/01-160919 (amend Ne 1
| from 12.05.2020 / uam. Ne 1 ot 12.05.2020) -

N2 Test/ Mokazatenn ~_ Resultf Peaynerate: | Specification | Hopma
1 Description / Onucanne Complies as prescribed / White or off white coloured, round,
{ CooTeercteyer TpeGosaqnan  biconvex film  coated tablet with al
f breakling on one side. White to off-white
core on a cross section. [ Kpyrniee
[BORKCERINYENRE TabneTkn, nNokpsiTole
nneHoYHoR  obonodvkol  Genoro  Wnu
NoYTY Banoro UBeTa, C PWCKOR HA O4HON
‘cropone. Ha nonepeuwom paspess —
[ [ _ o ‘agpo ot Genoro Ao novtk Benoro yseTa.
2 ldentification by HPLC/ Complies as prescribed / The retenlion time of the main peak
MoanuHHOCTS Cooteercrayet in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
[ | chromatogram of sparfloxacin
| reference standard solution (section
[ Assay).
[Bpema yaepsusaHdn OCHOBHOMD MUk |
Ha  XPOMATOTPaMME  HCNBITYEMOro
| pa-:‘.'raﬂpa A0MHHD COOTRETCTEOBATR
' ‘BpEMBHH YOSPMMBAHKA  QCHOBHATO
NiKa Ha XpPoOMITOrPaMMe PACTEORE
cTadapTiore obpaslua  UeTupuauHa
TMOPOXNoPHAS (pazpen |
| - |eKonuyec) seqi0e onpenensHnes ).
i} Average weighl / Cpennss macca 1927 mg /| 1927 mr 191.0 mg % 3.0% (185.3 mg-196.7 mu)
' 1910 mr = 2.0% (o7 1853 wmr no
196,7 mr)
Dissolution / PactaopaHue 97%, 98%, 95%, | Mot less than 80% {Q) of the labeled
96%, 99%, 94% amount of Ca1HzsCIN20 3 2HCI
[cetirizing dihydrochloride) is
dissolved in 30 minutes /
He meHee 80 9% (Q) ot
HOMUHANEHOTO COABPHEHAA

Conclusion : APPROVED |/ 1

Remarks : The Product confirms to ND/ o

Mpumesanne: MNposayir cooteeTcTayet Tpebosaruam H/ 3aknioyenune: OJOEPEHO

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

MNogroToenexo: %L MNposepeto; A/__ Opobpero: Meregxep / PyroBoantens
vV 2

Date / Date/ Date/ -

Oara: 27/01/2021 | Nara: 27/01/2021 Oara: 27/01/2021
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Tel : +91 40 4800 2300, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey Mo. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHATTU3A
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Product : Cetrine film coated tablets, 10 mg

NpoaykT : LeTpuH® Tabnerku, nokpeITsle NNeHoYHoR 060noukoiA,10 mMr

Batch No / : B2100093 - |Batch Quantity / © 665.530 KG /

ICepua Ne - _ Obwem napTu 665,530 K[

Analytical Report No/  : 2002FP21000118 Date of Analysis / 1 27/01/2021
AHANUTHYSCKWI OTYeT [aTa aHanu3a

Ne [ I |
Date of Manufacture /|  : 01/2021 Date of Expiry/  : 12/2023 .

Aata nponssoacrea

Ne¢  Test/lMNokazaTtens
- |

5 Impurities by HPLC/
PopgcTeeHHbIe NpUmecy
UETHPH3NHA

a) lmpurity A /
NpMecs A

b} Impurity B/
npumecs B
c) Impurity C /
npumeacs C

| id) Impurity O/
(npumece D

Y Impurity E /
npumace E

I Impurity F /
npmecs F

ia} Any unspecified impurity

/ MioBan eanHnyHan
HENAEHTUDMLUPOBAHHAA
| npUMack

| ) Total impurities / Cymma
npuMecen

Water / Bopa

| B _ [FopeH o S
Analysis performed according ND / Avanus nposenen no HI: N N013253/01-160919 (amend Ne 1
|_from 12.05.2020 / nam. Ne 1 ot 12.05.2020)

Result / PeaynetaTel

Less than Limit of Detection
(LOD=0.005%)

0.01%

0.06%

Mot detected / He oBHapyseHa

0.05% /0,05%

Less than Limit of Datection
(LOD=0.015%)

0.08% 7 0,06%

0.2% /0.2%

3.2% wiw | 3,2%

| Specification / Hopma
C2HzsCINzO3-2HC!  {ueTmpuanHa
Avruapoxnopun) vyepea 30 MuH.

ia} Not more than 0.2 % [ He Gonee 0,2
%
b) Not more than 0.2 % / He Gonee 0,2
Y

) Mat mare than 0.2 % / He Gonee 1,2 %

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

i) Mot maore than 0.2 % / ve Gones 0,2
.
fyNot more than 0.2 % [ He Gonee 0.2 %

1) Mot more than 0.2% [
He Bonea 0.2%

h) Mot more than 2.0% /
He Bonee 2,0%

| Net mare than 8.0% wiw /
Hgﬁ_orlee E.0 %

Remarks : The Product confirms to ND/
 [pumevanmve: MNpoaykt cooTeetcTeyeT TpeBosanuam HI

Prepared by /

MogroToeneHo: c ;

Checked by /
MNposepeHo:

i

Date /
Aata: 27/01/2021

Date /

Data: 27/01/2021

Conclusion : APPROVED /
3aknoyenne: OOOEPEHO
Approved by: Manager/Executive /
Onobpero: Menegwep / PykosoguTens

Date/ - '
DaTa: 2?!01!@21

Registered Office : B-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLCO04507

Tal : +91 40 4900 2900, Fax : +9140 4900 29929 Email : mail@drreddys.com www.drreddys.com
Factory : Survay Mo. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Madchal Malkajgiri District, Pin Code - 500 050,

Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com



Dr.Reddy's ¢

Product

Batch No /
Cepua Ne

e

Analytical Report No/
AHaNUTUYECKWIF OTYeT

Date of Manufacture /
Oarta nponzsoncTea -
Analysis performed according ND / Avanua nposenen no HI: N NO13283/01-160918 (amend Ne 1
from 12.05.2020 /uam. Ne 1 ot 12.05.2020)

CEPTUDUKAT AHANM3A

: Cetrine film coated tablets, 10 mg
Mpoaykt : UeTpun® TabreTkn, NOKpsITLI2 NNEHOYHON 0BONOMKOH, 10 Mr
Batch Quantity /

: B2100083

: 2002FP21000118

: 01/2021

CERTIFICATE OF ANALYSIS

Page3of4/Crp. 3mna 4

© 665 530 KG |

Obbem napTum G665 530 KIT |
Date of Analysis /| : 27/01/2021
[Oata aHanuza

 |Date of Expiry / . 1212023

MopeH oo

| Specification | Hopma |

Mot more than 1000 CFU/g /
He Gonee 1000 KOE/r

Not more than 100 CFU/fg /
He Bones 100 KOE/r

|
Ahsentin 1g / OTcyTeTayer & 1r lsn:all be absentin 1g { OTcyTcTeme B 11

| N2 Test | Nokazatens Result/ PeaynkTaTh
7 Mizrobial limits /
MukpoBuonormaeckas yKueToTa
a) Total aerobic microbial count /
ObWwee Yneno aspobHeIx Less than 10 CFUfg /
| MWKPOORTaHUamos Mewnee 10 KOE/r
f |b} Total combined yeasts and
| |mould counl/ Ofwee yneno
| poNoKEEBIX W NNECHEBbIX rpuSos
Less than 10 CFU/g !
c) E. coli Mexee 10 KOE/r
& Uniformity of dosage units 8.0 /80
{ O gHOpOAHOET,
[A03MPOBAHMA
9 Assay [ KonnuecTEeHHOE 9.85 mg /9,85 mr
‘ Ianpenenenue

The acceptance value (AV) should ba
less than or equal to 15.0 / NokazaTens
npUemnemoctd (AV) gonxeH BeiTe He
Bonee 15,0,

Each film coated tablet contains not less
{than 9.0 mg and not more than 11.0 mg
CaiHzsCINzO3-2HC| (cetirizing:
dihydrochloride) per tablet / Ot 9.0 mr a0
11,0 mr CaikzsCIN:O3 2HC! (UeTupnande
Qurkdpoxnopd n) e TabneTke, |

Remarks : The Product confirms to NDJ/
Npumedanue: MpoaykT cooTeeTcTEYeT Tpebosanuam HI

Conclusion : APPROVED /
3awknwovenune: OQOEPEHO

'Prepared by /

MNogroTosneHo: ( EI ;

Checked by /
MNpoeepero:

A

Approved by: Manager/Executive /
QOpobpeHo: Menegxep ! PyrosoanTens

A

Date/

Hata: 27/01/2021

Date /
Dara; 27/01/2021

Date/ -~ & !
Hara: 2?9’01 _."2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 024, Telangana, india. CIN: LB5195TG1984PLC0O04S0T
Tal : 491 40 4900 2900, Fax : +91 40 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey Mo. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 030,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2275, www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHIIIHI{AT AHAITUIA Page 4 of 4/ Ctp. 4 m3 4

Product : Cetrine film coated tablets, 10 mg
[Npoaykr_: ue-ran@J TabNeTkW, NOKPbITLIE NNEHOMHOA 06 onoukoi, 10 Mr o
|Batch No/ : B2100093 Batch Quantity / ! 665.530 KG/
Cepun No - O6wem napTum 665530 Kr
\Analyﬂcm Report. No/  :2002FP21000118 Date of Analysis |  : 27/01/2021
lﬁﬂanum Yeckui oTyer Oata avanuaa

o
Date of Manufacture /|  : 01/2021 Date of Expiry / : 12/2023
Hdarta npowasogcisa logeH sio

Analysis performed according ND /| AHanus npoBegen no HA;: N NO13283/01-160919 {amend Ne 1
| from 12.05.2020 / vam. Ne 1 o7 12.05.2020) ) o

Ne Test f NokazaTens Result f Peaynbtathi Specification | Hopma ]
10 Fackage | Ynakoeka 10 tablets in PVC/aluminum 10 tablets in PVC/aluminum blister. 2 or
blister. 3 blisters and patient |3 blisters and patient information leaflet |
information leaflet in a earton. / in a carton. "In bulk" package: 10 blisters |
i Mo 10 TaBnetox B in a carton. 252 cartons in master carlon.
- NBX/amoMuHuesom Bnvctepe. /Mo 10 TaBnetox 8 MBX/anomuHresom
|

Mo 3 Gnuctepa emecTe © BrucTepe. Mo 2 unw 3 BnUcTepa BMECTE |

WHCTPYKYMER NO NPUMEHEHNIO  |C MECTRYKUMER N0 NPUMEHEHWO

YNEKOBAHEI B NBYUKY KAPTOHHYIO, WN2KoBaHbE! B NaYKY KAPTOHHYW,
¥nakoska "in-bulk™ Mo 10 Gnuctepos
NoMeWaoT B KApToHHYK topebiy. Mo
252 KARTOHHEIE KODOOKKM NOMELWEKT B
KApTOHHBIA KOROE,

11 ‘Labeling / Mapikwporeka According to ND | B cooTeetcremd © HO
i — R
12 :Storage conditions / At temperature below 25 °C. | Npu Temnepatype He seiwe 25 *C.
pEHEHWE
12 |Shelf life / CpoxroarocTu 3 years / 3 rona
'Remarks : The Product confirms to ND/ i Conclusion : APPROVED |
Mpumeuanne: MNpogykr cooTeetcTayeT TpeBosanunam HI 3aknwoyenne: OQOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Moaroroeneso: E&; MposepeHo: A‘_’ Opobpero: Menegwep ! PykoBogurens
Date / Date / Date/ ~ ~
Hata: 27/01/2021 Hara: 27/01/2021 Dara: 27/01/2021 a

Registered Office : 8-2-337, Road MNo. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : LB5195TG1984PLCO04507
Tal : +91 40 4900 2900, Fax : +91 40 4900 2999 Email : mail@drreddys.com www.drreddysl.c?m o

Factory : Survey No, 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 050,
Telangana, India. Tel ; 91 40 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com



