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Dr.Reddy’s '

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAITU3A
Product : Cetrina film coated tablets, 10 mg
“INpopyxr @ letpuH® TaBneTiu nokpsiThie AAGHOYHON OBOMOMKOR, 10MF
Batch No [ 1 V000165 Batch Quantlity / 1 462,500 Kgunits /
Cepus Ne ' 106Lem napTvun efvRkY
Analytical Report No/  ;: 890001441368, |Date of Analysis / : 12.03.2020
AHaNUTHUYeCKUW oT4eT 890001440987 HaTa aHanuza
Ne ,
Date of Manufacture / : Feb-2020 ' Date of Expiry f + Jan-2022
fara npousBogcTea , "'ogeH no
Analysis performed according ND./ AHanua nposeged no HO: 1 N013283/01-160918
10 Package / Ynakosxa | 10 tablets in PVC/aluminum blister: 3 10 tablets in PVCfaluminum blister. 2 or
jb[ist’ers and patient information leaflat ini3 blisters and patient informalion (eaflet
3 carton. / Tlo 10 TabneTok B in @ carton, "In bulk” package: 10 blisters
TBX/anomuiivesoM Gnuctepe. Mo 3 lin a carton, 2582 cartens in master carton.
SnucTepa BMECTe C UHCTPYKUMER RO Mo 10 Tabnetok B MBX/amomuinesom |
NPAMEHEHWI YNAKoBaHLI B NaYKy BrnucTepe. Mo 2 wnu 3 Baucrepa BMecTe
HEPTOHHYID, C WHCTpYKUMER ro npulMeHeHuo
i yriorooat i © Nat iy KEpTOHHYIO, -
Ynawoska "in-bulk™ Mo 10 Gnucrepos
; HoMELLIaT B KapTOHHYO kopobky. o
! ' 1252 RapToHHbIE KOpOBK NOMEWaoT B

B , lkapToHHbIA kOpOB.,
K Labeling / Mapkiposka  |Accordingto ND/ i
. B cooreBercTBuu ¢ HO

12 Starage conditions / At temperature below 25 °C. / flpu Temneparype He Bbiwe 25 °C.
XpaHeHue ] !
13 Shelf life f Cpok roarocty 2 vears / 2 roda

| Remarks : The Product confirms ta ND/ 'Conclusion : APPROVED [
Mpumeuanue; pogykT cooTBeTcTRYET TpeBosaHuam HI 3aknoyerue: OJOBPEHO
Prepared by / Chacked by / | Approved by: Manager/Executive /
MoaroTosneHao: [poBepeHo: | OpofpeHo: MeHegxep / PykoBoguTens

Vasundhra Thakur Himesh kumé’L,_—D Amit Kumar Sharma

e

‘ 7
Reprint Date / Reprint Date/ Reprint Date / M
Hara:13.03,2020 . Hara:13.03.2020 Para:13,03.2020

Registered: Qffice: 8-2-337, Road No. 3, Banjnra Hills, Hydeeabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4500 2999, Email: mail@drreddys.com
CIN; LE5195AP1984PLCND4507
www.drreddys.com



Dr.
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATTUIA
Product : Cetrine film coated tablets, 10 mg
Npogyikr : UetpuH® tabnaetry no¥psiThie ANaHOuHOR afonadkod, 10mr ) ,
Batch No / : V000165 }Batch Quantity / : 462.500 Kgunits /
Cepust Ne 00LeM napTuu eandHmy
Analytical Report No/  ; 8380001441368, Date of Analysis / 1 12.03.2020
AHanuTuqecxuw oTyeT 890001440987 [ata ananwuaa
Ne )
Date of Manufacture / = Feb-2020 Date-of Expiry / 1 Jan-2022
Hara npoussopcTea. | Fogeu oo

Analysis- performed according ND / Ananus npoeeaen no Hi: 11 N013283/01-160919

2.5%

Not mare than 8. O% wiw /
He Bonee 8,0 %

] Water! Boga
7 Micrabial limits /
MukpoBuonaruyeckas
Uerora

a) Tntal aerohic mirrobial
deount / Qowes Hucno:
33pODOHBIX '
IMUKPOOpraHn3Mos

b} Total combined yeasts

MUCRO APOXKEELIX U
‘nnecxesbix rpuboa

and mould count / OBwes

Less than 10 CFUSg /
Menee 101 KIIF/r

Less than 10 CFl/g !/
Menee 10 KOE/r

Not more than 1000 CFU/q /
He fnnees 1000 KOF

Not more than 100 CFU/g 1
e Gonee 100 KOQE/r

) E. coff ] :
' Ahannt in 1g / Oreyrermyet o 1r {Shalt be absentin 1g/ OTeyTeTMe # 11 |

g Uniformity of docage unlte 3.2 i The arraptanre. val e (AV) shorild: hr
OAHOPOAHOCT less than or equal to 15,0 / Nokazarens

inosvpoBaKns InpuemnemocTy (AV) aonkeH GuiTb HE

. ) , Gonee 15,0.
23 Assay / KonuuecTaeHHoe [9.89mg /9,89mr Each film coated tablel contains not less
onpepeneHue than 89.0mg and not miore than 11.0 mg
Cetirizine dihydrochloride I C21Hz5CIN203-2HCI {cetirizing) / Ot 9,0 mr
{ueTupuanHa a0 11,0 wmr CasHzsCIN203-2HC)
TUrMADOXNOPNS, {LeTupuanKa SUMNAPOXITOPUA) B
rabneTxe..

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
MpumMetanye; MNpoaykT cooraevcTeyeT TReBoBaHMAM H,[I 3aksrovesue: QJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBNEHD: [posepeho: Onobpeto: MerHemkep / Pykospautenb
Vasundhra Fjakur Himesh kumi_l—’———o Amit Kumar Sharma

(’ﬁ oM - ‘ ' T

5 i I 4 -

Reprint Date / Reprint Date / -Reprint Date / il
i_l,a'ra:13.03.2020 Hara:13.03,2020 AaTa;13.03.2020

Registered OFF ice: 8-2-337, Road Na. 3, Banjara Hills, Hydcrabad - 500034, A.P, Tndia
Tel; 91 40 4900 2900, Fax: 91 40 4900 2995, Email: mail@drreddys.com

CIN: L85 195AP19R4PL.CNO4507
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Dr. Reddy S Q

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTMUIA
Product - Cetrine film coated tablets, 10 mg | o
Mpooykr : Uetpus® tabnertku nokpbiThie NNeHoUHo obonoyxkoi, 10mr
‘Batch Nof : V000165 Batch Quantify / : 462,500 Kgunits /
Cepun Ne O6wem napTuy SAuHNL
Analytical Report No i :880001441368, Date of Analysis [ ¥ 12.03.2020
AHanuTuieckui oTyeT 890001440987 Aara aHanuaa
Ne
Date of Manufacture/  ; Feb-2020 Date of Expiry/  Jan-2022
HaTta npou3BoncTsa {logeH oo

Analysis performed accordlng ND { AHanu3a nposeges no HA: 1 N013283/01-160919

C21H25CIN203-2HCI (LgTYpusuna
Guruapoxnopua) Yepes-30 MuH.

5 Timpunities by BPLC/
UeTUpUInHa:

a) Impurity A/
npumMecs A

by) Impurity B /
nprmMecs B
¢} Impurity C /
npumeck C
d) Impurity D./
npumech D
e) Impurity Ef
npumMeck E

f} Impurity F /
‘npumecs F

" Thoban

AVHUYHAR
Meanemwdwuupoa
" lanmas npumMeck

h) Total impurities./

PogcteeHHbIE npuMecy

L ess than LOQ(0.018%)

0.02%

0.08%

Not Detected

0.05%

Mot Detected

9) Any unspecified impurity 0.08%

0.2%

Ia) Nat more than 0.2 % / 1e Bonee 0.2
%%

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

c) Not more than 0.2 % ! He Bonee 0,2 %

d) Not mare than 0.2 % / He Bonee 6,2
Yo

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

f) Not more than 0.2 % / ve Gonee 0,2 %.
g) Not more than 0.2% /
He Bonee 0,2% .

h} Not more-than 2.0% /
tHe Gonee 2,0%

I CymMbl npumece

Remarks : The Product confirms to ND/
Mpumeyanve: [TpoaysT CooTBETCTBYET Tpebosatnam Hf

-Concluélon 1 APPROVED
Sakmoyenune: OQ0BPEHO

Prepared by /
MNoArotoBrexo:
Vasundhra Fhakur

e

Checked by /
MNpoeepeHo:

- | Himesh kur
| imes ’umz}J_—’D,

Approved by: Manager/Executive /
Onobpena: Menenxep [ PykopoanTens
Amit Kumar Sharma |

Reprint Date/
Hara;13.03,2020

Reprint Date /
- Rata;13.03.2020

Re'p rint Date /
[aTa:13.03.2020

Registered Office: 8:2-337, Road No. 5, Banjara Hills, Hydorabad - 500034, A.P, India
Telr 91 40,4500 2900, Fax: 9% 40.4900 2999, Email: maili@drreddys.com

CIN: LBST95AP] 984PLLCO04507

vevaw,drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHANIN3A

Product Cetrine film coated tablets, 10 mg

NMpogykr : UeTpun® Tabretku nOKpLITEIE MAgHOUHOMA 0BON0YKCH, 10Mr

Batch No / : V000165 [Batch Quantity / { 462.500 Kgunits /
Cepusi Ne ObbemM napTun SaMHULY,
Analytical Report No/  : 890001441368, Date of Analysis/  : 12.03.2020
AHanvTuyeckuit oTyer 890001440987 HaTa adanuaa
|Ne . '

Date of Manufacture /'  : Feb-2020 1Date of Expiry / : Jan-2622

[aTa npouisoAcTBa Flopex no

Analysis performed according ND ] Axanua nposeged no H: 11 N013283/01-160012

Ne'  {Test 7 NokazaTtent | Result / PeayntTaThl Specification f Hopma
1 'Description / Onincaime | White colodred, round, biconvex film | White or off white coloured, round. :
coated tablet with a breakline on one:  piconvex film coated tablet with a- i
iside. white core on a cross section. £/ freakline on one side. white to off-white *
Koyrnble ReoskoBsinyknble TaBreTky, |core on a cross section. / Kpyrnile '
MOKPHITHIE NNEHOYHOA 0BONCUKOA, IRBOAKOBBINYKILIE TAGMETKY, NOKPLITLIE: &
Cenoro UBeTa C PUCKOW Ha OAHOM nresovHoin aSonoukoi Benoro unu
cropoHe, Ha nonepeqHom paspese —  [mouti Benoro.ugeTa, ¢ pUckoh HY- o5HOW:
anpo o7 Genoro useta CTOpOHE. :Ha nonepeyHom pazpese — i
wapa oT Genoro 4o noYT Senoro Upara,
2 ldentitication by HHLL! | Uomplies as presénbed / the retentlon tme of the peak dus
MoQMMHEHOCTL CooTeeTCTEYET cetirizine in the sample preparation
coiresporids to that of the standard
preparation under Assay /
Bpems yaepKUBaHWS QCHOBHOMO nuka
Ha XPOMAaTRIPaMME UCNLITYEMOro
PACTBOPa AOMKHO COOTBEETCTBOBATS
BPEMEHW YASPKUBEHWA GCHOBHOIO
nuKa Ha XpoMarorpamme pacreopa
CTaHAapTHOTO obpasua LETUphanHa
ruapoxnopuwaa (pasaen
«KonmuecTBEHHOE OnpefeneHves),
3 |Average weight/ CpepHsis| 188.3mg /188,3ur 191.0 mg * 3.0% (185.3 mg-196.7 mg)
_ Macca 191.0 Mr £3,0% (1853 M-186.7 mr}
4 ‘Dissolution f Pacraopenue| 98% - 100% Nof less than 80% ‘Q’ of the fabeled
i:rnoun; of C21H2sCIN203- 2HCI
i etirizine dihydrochloride is dissolved
in 30 mlnutes /
iHev metee 80 % {Q)-or
_____ HOMWHANBHOFO COREDMaHUn L
Remarks . The Product.confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [pogykT cooTeeTCTBYET Tpebosanuam HI Saxnrvenve: OQOOBPEHO
Prepared by / Checked by / | Approved by: Manager/Executive /
Moarotosneo: MposepeHo:; OnoGpeHo: Merenwep / Pykpeoautens
Vasundhra Tha@r Himesh kumar Amit Kumar Sharma
Reprint Date / Reprint Date / Reprint Date / ]
- Ba74:13.03,2020 Oata:13.03.2020- Oata:13.03,2020

* Registered Qffice: 8-2-337, Road No, 3, Banjara Hills, Tlyderabad - 500034, A.P, India
Tel: 91 40 4900:290, Fax: 91 40 4600 2999, Email: mafl@drreddys:corn

CIN: L85 195AP1984P1.CAO4S0T
wwwdrreddys.com




