Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A Page1of4/Ctp. 1us 4

|Product Cetrine film coated tablets, 10 mg R
Mpoaykr LieTpuH® TabneTku, NOKpbIThE NIEHOYHOM 060104KoM, 10 Mr - -
‘Batch No / : B2100094 Batch Quantity / : 678.210 KG /
Cepusa Ne O6bem naptuu 678210 KIC
Analytical Report No/  : 2002FP21000124 Date of Analysis/  : 29/01/2021
AHanuTtuyeckuin otyer Hata aHanusa
Ne
Date of Manufacture / : 01/2021 Date of Expiry / 1 12/2023
Jata npousBoacTea lopen no B

Analysis performed according ND / Ananua npoBenex no HA: M N013283/01-160919 (amend Ne 1
|_from 12.05.2020 / nam. Ne 1 ot 12.05.2020) ~

Ne  Test/MNokasatensb

. _ Result / PeaynbTatsl
1 | Description / Onucanue

2 i Identification by HPLC/
gﬂOAnMHHOCTb

Compliés as prescribed /
CooTtBeTcTBYET

3 I-Average weight / CpeaHsia macca 191.1 mg—/ 1911 mr

4 | Dissolution / PacTBopetue
| i

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

Complies as prescribed /
CootBeTctBYET TPEGOBaHNAM

Specification / Hopma |
'White or off white coloured, round,|
biconvex film coated tablet with a
breakline on one side. White to off-white
core on a cross section. / Kpyrnble
ABOSIKOBbINYKNble TabneTkn, nokpbiTbie|
nneHovyHon obonoykon BGenoro wnu
noytu 6enoro uBeTa, ¢ PUCKON Ha ogHON
cTopoHe. Ha nonepeyHom paspese -
S8po ot Genoro Ao no4tu 6enoro yseTa. |
The retention time of the main peak |
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). /

Bpems yaepxuBaHus OCHOBHOrO nyika
Ha  Xpomartorpamme  WCMbITyeMoro |
pacTBopa JAOMKHO COOTBETCTBOBATH |
BPEMEHW  YAEPXKUBAHMA OCHOBHOrO
nuKa Ha xpomaTtorpamme pacTeopa
cranfapTHoro obpasua ueTupusuHa
rmgpoxnopuaa (pasgen
«KonuyectseHHoe onpepenexuer),
191.0 mg + 3.0% (185.3 mg-196.7 mg) |
191,0 mr £ 3,0% (oT 1853 mr po
196,7 wr) |
Not less than 80% (Q) of the labeled |
amount of C21H25CIN203-2HCI |
(cetirizine dihydrochloride) is
dissolved in 30 minutes /

He mwmeHee 80 % (Q) ot
HOMWHanNbHOro COLEpXaHus

Remarks : The Product confirms to ND/
Mpumeyanue: MpoaykT cOOTBETCTBYET TpeGOBaHUAM HO

Conclusion : APPROVED /
3aknouenue: OQOBPEHO

Prepared by / Checked by /
MoaroToeneHo: L?/‘/ MposepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHeaxep / PykoBoanTtens

Date /
Darta: 29/01/2021

Date /
Darta: 29/01/2021

s

Date /
HaTta: 29/01/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 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 Cetrine film coated tablets, 10 mg
Mpopykr : LleTpuH® TabneTtku, NOKpbITbIe NNEHOUYHOH 060N0YKOoiA, 10 MK -
Batch No / : B2100094 Batch Quantity / 1 678.210 KG /
Cepusa Ne O6bem napTum 678,210 KI" 3
Analytical Report No/  : 2002FP21000124 Date of Analysis / 1 29/01/2021
AHanutuyeckuit otyet Hata aHanusa
Ne
Date of Manufacture / 1 01/2021 Date of Expiry / 1 12/2023
Harta npoussoacTea lopeH ao

Analysis performed according ND / AHanus nposeaeH no H: N N013283/01-160919 (amend Ne 1

from 12.05.2020 / uam. Ne 1 ot 12.05.2020) S B - -

! Ne |Test/MokasaTens

5 Impurities by HPLC/
PoacTeBeHHbIe npumecy
LeTupn3nHa
! | _ Less than Limit of Detection
‘ @) Impurity A/ (LOD=0.005%)
Npumecks A
. b) Impurity B/ 0.01%
| npumeck B '
| ic) Impurity C /
npumeck C 0.06%
‘ ;d) Impurity D /
| npumeck D Not detected / He o6HapyeHa
&) Impurity E / 0.05% /0,05%
npumecs E ' ’

f) Impurity F /

npumecs F (LOD=0.015%)

g) Any unspecified impurity 0.05% /0,05%
J NioBasn epuHnyHasn

iHEVI,L‘l,eHTVIdDVILMpOBaHHaﬂ

npumecs

|h) Total impurities / Cymma

: 0.2% /0,2%
| npumecei ‘

6 'Water / Boga 3.1% wiw /3.1%

_Result/ Pesynbrathl

Less than Limit of Detection

| Specification / Hopma
C21H25CIN203:2HCI  (UeTupusmna
) _igmrmgpoxnopmg) yepes 30 MuH.

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

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

c) Not more than 0.2 % / He Gonee 0,2 %
d) Not more than 0.2 % / He Gonee 0,2 I
Yo

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

!f} Not more than 0.2 % / He 6onee 0,2 %

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

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

' Not more than 8.0% w/w /
He Gonee 8,0 %

Remarks : The Product confirms to ND/
Mpumeyanue: MNpoaykt cooTBeTcTBYeT TpebosaHnsM H/

Conclusion : APPROVED /
3akntovyenue: OJOGPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

Hata: 29/01/2021 Oara: 29/01/2021

MoproToBneHo: L{ ! MpoBepeHo: OpobpeHo: Mexepxep / Pykosogntens
D /g o4
ate / Date / Date/ -

Hara: 29/01/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195T(1984PLC004507
Tel : +91 40 4900 2900, Fax : +9140 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 : Cetrine film coated tablets, 10 mg
Mpoaykt : UeTpnH® TabneTku, NoKpbITble NIEHOYHOR 060Mn04KoIR, 10 Mr - R
Batch No / : B2100094 Batch Quantity / : 678.210 KG /
Cepusn Ne ~ |Obbem napTum 678,210 KT
Analytical Report No/  : 2002FP21000124 Date of Analysis / : 29/01/2021
AHanutunyeckuit otuer Dara aHanusa
Ne
'Date of Manufacture / : 01/2021 Date of Expiry / 1 12/2023
Hara npoussopacTea _ lopen go

Analysis performed according ND / AHanu3 npoBeaeH no H: M N013283/01-160919 (amend Ne 1
._from 12.05.2020 / n3m. Ne 1 ot 12.05.2020)

'Ne | Test/MNokasatens Result / Peaynbtathl Specification / Hopma

7 Microbial limits /
Mukpobronornyeckas ynctota
la) Total aerobic microbial count /
|OBwee uncno aspobHblx Less than 10 CFU/g / Not more than 1000 CFU/g /
MUKPOOPraHN3mMoB Menee 10 KOE/r He 6onee 1000 KOE/r

ib) Total combined yeasts and
Imould count / OBuwee yncno
MAPONOKEBDBIX U NNECHEBbIX rPMbos

Less than 10 CFU/g / Not more than 100 CFU/g /
¢) E. coli Menee 10 KOE/r He 6onee 100 KOE/r

Absentin 1g / OTtcyTctByeT B 11 iShaII be absent in 1g/ OTcyTcTBMEB 1T

8 Uniformity of dosage units 84 /84 !The acceptance value (AV) should be
/ OaHopogHoCcTh less than or equal to 15.0 / Nokasatens |
Jl03anpoBaHus npuemnemocTy (AV) AomxeH BbiTb He
. bonee 15,0.
9 Assay / KonnyectBeHHoe 9.92mg/9,92 mr Each film coated tablet contains not less|
lonpeneneHne than 9.0 mg and not more than 11.0 mg
C21H25CIN203-2HCI (cetirizine

dihydrochloride) per tablet / Ot 9,0 Mr ao
11,0 mr C21H25CIN203: 2HCI (LeTnpuanHa
' : laurnapoxnopua) B Tabnetke. |

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeyanue: Mpoaykr cooTBeTcTBYET TpebosaHusam H 3aknroveHne: OQOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
MoaroroeneHo: MposepeHo: OpnobpeHo: MeHemxep / PykosoguTtenb
Date / Date / Date/ \

HaTta: 29/01/2021 faTa: 29/01/2021 Hara: 29/01/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +91 40 4900 2900, Fax : +9140 4200 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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Hara npousBoscrea

Product Cetrine film coated tablets, 10 mg

MNpoaykt : LletpuH® TabneTku, MoKpbITble NNeHOYHON 06004k, 10 Mr B |
Batch No / : B2100094 Batch Quantity / : 678.210 KG /

Cepus Ne - 0O6beM napTum 678,210 KI”

Analytical Report No/  : 2002FP21000124 Date of Analysis / 1 29/01/2021
AHanuTuyeckui otyer Hata aHanuza

Neo

Date of Manufacture / : 01/2021 Date of Expiry / : 12/2023

CogeH no

Analysis performed according ND / AHanus npoBegeH no HA: 11 N013283/01-160919 (amend Ne 1
from 12.05.2020 / nam. Ne 1 ot 12.05.2020) =

[Ne | Test/NokasaTtennb

‘10 'Package / Ynakoska

|

511 ' Labeling / MapKMpOBKa

. : =

12 [Storage conditions /
Xparienre

13 Shelf life / Cpok rogHocTn

Result/ Peaynbrathl Specification / Hopma .
10 tablets in PVC/aluminum 10 tablets in PVC/aluminum blister. 2 or |
blister. 3 blisters and patient 13 blisters and patient information leaflet
information leaflet in a carton. / |in a carton. "In bulk" package: 10 blisters |
1o 10 TabneTok 8 lin a carton. 252 cartons in master carton.
NBX/antoMuHuesom 6nuctepe. |! Mo 10 Tabnetok B MNBX/antoMmnHnesom
Mo 3 6nnctepa emecTe ¢ Brinctepe. Mo 2 unn 3 Gnuctepa BMecTe |
WHCTPYKUUEN MO NPUMEHEHNIO  |C UHCTPYKUMEN MO NPUMEHEHWIO |
YNakoBaHb! B NaYKy KAPTOHHYIO. (YrakoBaHbl B Nayvky KapTOHHYIO.
Ynakoska "in-bulk": Mo 10 6nuctepos
noMeLLatoT B KapTOHHYIO kopobky. Mo
1252 kapTOHHbIe KOpOBKM NOMeLLaloT B
KapTOHHbLIA KOpOD.,

According to ND / B cooTtBeTtcTBum ¢ H

At temperature below 25 °C. / Mpwu Temnepatype He Bbiwe 25 °C.

3 years /3 roga

Remarks : The Product confirms to ND/
Mpumeyanue: Mpoaykr cooTseTcTBYET TPeboBaHUAM HL

Conclusion : APPROVED /
3akntovyenue: OQOEPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

HaTta: 29/01/2021

MNoproTosneHo: MNpoBepeHo: OpobpeHo: Menegxep / PykosognTens
% 4
Date / Date / Date / '

[Hara: 29/01/2021

Oata: 29/01/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507

Tel : +9140 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



