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Product Cetrine film coated tablets, 10 mg

\Mpoaykr : Lletpun® TabneTku, NoKpbIThbie NNeHOYHOM 06onoYkon, 10 Mr .
|Batch No / : B2100301 Batch Quantity / : 676.460 KG /
[Cepusa Ne - |O6Bbem napTum 676,460 KIT
Analytical Report No/  : 2002FP21000140 Date of Analysis / 1 31/01/2021
iAHanMTquCKMﬁ oTyer Dara aHanusa

Ne

Date of Manufacture / : 01/2021 Date of Expiry / 1 12/2023
\Rata npoussozcTea Foaex po

Analysis performed according ND / Ananus npoBeaeH no HA: M N013283/01-160919 (amend Ne 1
I from 12.05.2020 / n3m. Ne 1 ot 12.05.2020)

Ne
1

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNTU3A

Page 10f4/Ctp. 1u3 4

i Test / Moka3artenb

| Description / Onucanue

' Identification by HPLC/
MoanuHHocTb

| Result / PesyribTaThbl
| Complies as prescribed /
[CooTBeTcTBYET TPEGOBAHUAM

: Complies as prescribed /
CootsetcTayeT

Average weight / CpenHsin macca, 191.2 mg /1912 mr

Dissolution / PacTsopeHue

96%, 98%, 95%,
100%, 98%, 98%

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. / prl’ﬂble‘
ABOFIKOBbINYKNblE TAGNETKW, MOKpbIThIE|
nreHouHon obonoukon 6Genoro unu
noyT 6enoro uBeTa, C pUCKoih Ha O4HON
cropoHe. Ha nonepeyHom pa3spese —
Aapo ot 6enoro fo noutu 6enoro LBeTa. |
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 yaepxuBaHusi OCHOBHOMO nuka
Ha XxpomaTorpaMme  UCMbITyeMoro
pacTBopa [OMKHO COOTBETCTBOBATL
|e.pemeHV| YAEPXKUBAHUSI OCHOBHOIG
NMMKa Ha xpomaTorpamme pacTeopa
cTaHpapTHoro obpasuya uetnpusPuHa
ruapoxnopuaa (pasgen
«KonudecTseHHoe onpejlesieimney).
191.0 mg = 3.0% (185.3 mg-196.7 mg) |
191,0 mr = 3,0% (ot 1853 wmr fio
196,7 mr)

Not less than 80% (Q) of the labeled
amount of C21H25CIN203-2HCI
(cetirizine dihydrochloride) is
idissolved in 30 minutes / I
He meHee 80 % (Q) ot
|HOMWUHaNbHOro copepHaHmns

Remarks : The Product confirms to ND/
MNpumeyaHue: MNpoayKkT cOOTBETCTBYET TPEOOBAHUSM HA

Conclusion : APPROVED /
3akntoyveHue: OQOBPEHO

Prepared by /

lNogrotoBneHo: \ g _

Checked by /
MNposepeHo:

X

Approved by: Manager/Executive /
OpnobpeHo: MeHepxep / PykoBoguTens

Date /
Hara: 31/01/2021

Date /
Harta: 31/01/2021

Date /
Oata: 31/01/2021

= T

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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| Specification / Hopma -
IC21H25CIN203-2HCI  (ueTupuanHa
Avrnapoxnopua) Yepes 30 MUH.
5 | Impurities by HPLC/ i
| PoacTBeHHbIE npumecu ‘
LuetupusmHa

Ne ‘Testl MokaszaTtennb |Resu|t_/ Pe3yanafb|

i Less than Limit of Detection |a) Not more than 0.2 % / He Gonee 0,2
|a) Impurity A / LOD=0.005%) %o

‘ npumecsb A

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

Product : Cetrine film coated tablets, 10 mg

MNpoayxt LleTpnH® Tabnetku, NokpbITble nneHoYHon 06onoyukon,10 mMr I )

Batch No / : B2100301 Batch Quantity / 1 676.460 KG/

Cepusa Ne - - O6beM napTuu 676,460 KI"

Analytical Report No/  : 2002FP21000140 Date of Analysis / : 31/01/2021

AHanutuyeckuit otyer Dara aHanusa

Ne

Date of Manufacture / : 01/2021 Date of Expiry / 1 12/2023

Aata npoussoacTsa |lF'oaeH oo o
Analysis performed according ND / AHanu3 nposeaeH no Hfl: N N013283/01-160919 (amend Ne 1
from 12.05.2020 / nam. Ne 1 ot 12.05.2020)

0.01% /0,01% %
| npumecs B
() Impurity C/ Not detected / He oGHapyxeHa ) Notmore than 0.2 % | He 6onee 0,2 %
npumecs C

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

d) Impurity D / Not detected / He oBHapyxeHa 7o
npumeck D

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

€} Impurity E { 0.05% / 0,05% %

npumeck E

|
Less than Limit of Detection

| ,

| ‘f) Impurity F / |

_ (LOD= 0.015%)
iﬂpHMBCb F ° g) Not more than 0.2% /

@) Any unspecified impurity He Gonee 0,2%

/ NioBas equHrnyHas
HeungeHTuguypoBaHHas
Npumecsk

|
|} Total impurities / Cymma

Not detected / He obrapyxeHa

0.1% /0,1%

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

npumecen

6 Water / Boga ' Not more than 8.0% wiw /

_'He 6onee 8,0 %

6% ww /2,6%

Conclusion : APPROVED /
3akntoueHue: OQOBPEHO

Remarks : The Product confirms to ND/
MNpumeyaHue: MpoaykT cooTBeTCTBYET TPpebOoBaHMaM H[I

Prepared by / Checked by /

MoarotosneHo: tg MpoBepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHemxkep / PykoBogutens

kK

s e |

r

Date / Date /
Hata: 31/01/2021 Hara: 31/01/2021

Date /
HaTta: 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 : +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

f) Not more than 0.2 % / e 6onee 0,2 % |
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Product Cetrine film coated tablets, 10 mg

Npoaykr : LleTpnH® Tabnetkn, NOKpbITblie NNeHoYHon 06onoyukon,10 mMr o

Batch No / : B2100301 Batch Quantity / 1 676.460 KG/

Cepus Ne O6bem napTuu 676,460 KI

Analytical Report No/  : 2002FP21000140 Date of Analysis / : 31/01/2021

AHanuTu4YeckKnin oTyver Darta aHanuaa

Ne

Date of Manufacture / : 01/2021 Date of Expiry / 1 12/2023

Oarta npouseogcTea - B logeH go -
Analysis performed according ND / AHanu3 nposegeH no HA: M N013283/01-160919 (amend Ne 1
from 12.05.2020 / n3m. Ne 1 o1 12.05.2020)

‘Ne |Test/Mokasatens 'Result / PeaynbTarhi

7 h\AicrobiaI limits /
MukpoBuonoruieckas uncrora
a) Total aerobic microbial count/ |Less than 10 CFU/g /

OB6Liee Yncno aspobHbIX Menee 10 KOE/r

MWKPOOPraHuamos !

| |
b) Total combined yeasts and !Less than 10 CFU/g /
‘ mould count / Obuwee 4ncno Menee 10 KOE/r

| APONOKEBLIX U NIeCHeBbIX rpubos |

c) E. coli
|

8 i Uniformity_/_of dosage units 17.0/7,0
/ OAHOPOOHOCTL
lnoauposaHus

9 Assay / KonuuecTserHoe 19.92 mg /9,92 mr

lonpenenerHne

Specification / Hopma

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /

Absent in 1g / OTcytcTByeT B 1r He 6onee 100 KOE/r

Shall be absentin 1g/ OtcyTtcTere B 1
The acceptance value (AV_) should be
npuemnemocTti (AV) gosmKeH ObiTh He
Hbonee 15,0.

Each film coated tablet contains not le

C21H25CIN203-2HCI

/\MTW/POXIIOpUA) B TaONETKE.

dihydrochloride) per lablet / OT 9,0 mr ,qo|
11,0 Mr C21H25CIN203-2HCI (ueTnpnanHa

¢ |

less than or equal to 15.0 / [Nokasatenb

5SS

than 9.0 mg and not more than 11.0 mg
(cetirizine,

Remarks : The Product confirms to ND/
Npumeyanue: MNpoaykT cooTBeTcTBYET TpeboBaHnam HO

Conclusion : APPROVED /
3akniouenne: O0OBPEHO

Prepared by / Checked by /
MpoBepeHo:

MNoaroToBneHo: ! 7

Approved by: Manager/Executive /
OpobpeHo: MeHepxep / PykosoauTtenb

Date / Date /
Hara: 31/01/2021 NaTa: 31/01/2021

X

Date /
Data: 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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CERTIFICATE OF ANALYSIS

iNQ | Test / Nokasarens o

10 Package / YnakoBka

11 - Labeling / Maﬁkvipoaka

12 ' Storage conditions /
Xpanenue

‘1 3 | Shelf life / Cpok rogHocTy

CEPTUPUKAT AHANTUIA Page 40of4/Ctp. 4u3s 4
Product : Cetrine film coated tablets, 10 mg '
iI'lpo;;yk‘r . LeTpuH® Tabnetkun, NokpbiTele nneHo4YHon 06onoykon, 10 mr =
'‘Batch No/ : B2100301 Batch Quantity / 1 676.460 KG/
Cepus Ne O6beM napTum 676,460 KI"
Analytical Report No/  : 2002FP21000140 Date of Analysis / : 31/01/2021
AHanuTuyeckuit otTyer [ara aHanu3sa
Ne
Date of Manufacture / : 01/2021 Date of Expiry / 1 12/2023
HNaTta nponsBoncrea lopeH pno o
Analysis performed according ND / AHanu3s nposegeH no HA: M N013283/01-160919 (amend Ne 1
from 12.05.2020 / nam. Ne 1 o1 12.05.2020) o

Result / Pe3yn bTaTbl
10 tablets in PVC/aluminum
blister. 2 blisters and patient

information leaflet in a carton. /

Mo 10 TabneTok B

MBX/antomuHueBom BnucTtepe.
Mo 2 6nuctepa BmecTe ¢
|MHCTPYKUMEN No NpUMEHEHWIo

yrnakoBaHbl B Na4Ky KapTOHHYIO.

3 years /3 ro,qé -

Specification / Hopma
[10 tablets in PVC/aluminum blister. 2 or
3 blisters and patient information leaflet
in a carton. "In bulk" package: 10 blisters
iin a carton. 252 cartons in master carton.
/ To 10 Tabnetok 8 NBX/antomuHuesom
iﬁnMCTepe. Mo 2 unun 3 Bnucrtepa smecTe
C MHCTPYKUWUEih NO NPUMEHEHMIo
lynakosaHbl B NayKy KapTOHHYIO.
YnakoBka "in-bulk": Mo 10 6nucrtepos
noMewlarT B KapTOHHYIO Kopobky. Mo
1252 KapTOHHbIE KOPOOKM NoMeLLatoT B
KapTOHHbIA KOpPoB,

Accordingto ND /B COOTBETCTBUM C HO

At temperature below 25 °C. / [pu Temnepatype He Bblwe 25 °C.

Remarks : The Product confirms to ND/
MpumeyvaHue: MNpoaykT cooTBeTcTBYET TpeboBaHnam HO

Conclusion : APPROVED /
3akntoveHune: OQOBPEHO

Prepared by /

MogroToBneHo: \ %

Checked by /
MposepeHo:

¥

Approved by: Manager/Executive /
OnobpeHo: MeHepxep / PykoBoauTens

I

Date /
Darta: 31/01/2021

Date /
Hata: 31/01/2021

Date /
Oata: 31/01/2021

TE t
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