NEKJAPAITSI O COOTBETCTBHN

JAEKJIAPAHT, PUHUMAIOIIUN JEKJJAPAITHIO O COOTBETCTBHH

O0Q "OP. PEIJTH C JIABOPATOPHC"

| 3apeaucmpuposano : Hucnexyus Mutucmepcemea PO no narnozam u cbopam Ne7 no Llenmpansromy aom.
oxpyay 2. Mockesr OFPH 1037707013838 om 05.04.2003

Adpec:115035, e. Mocxea, OguunRuKo8CKaGR nab., 0. 20, cmp. 1. Tenegon. 8(495)644-37- 78,

B nuye:-Tenepansrozo dupexmopa Kxandensan IIpawianm

Jlosepennoe nuyo: Haramapyuyx P.A., dosepennocms Nel om 28.04.20182.

3AABJIAET, YTO

AeKAPCMBEHHOE cpedcmeo. Hempun mabnemiu nOKpbimble RAEHOUHOU obonouxett 10 mz 10 wm., ynaxoeru
sueiixoable KoHmypHsie (3), nauxu kapmonnvie, PY Ne I1 N013283/01 om 07. 08.2007 (dama zamensvt PY
24.10.2016), cepus V800472, napmua 80640 ynaxosox, 200ew 0o 30.04.2020, npouseodcmea [-p Peddu'c
JaBopamopuc JImd., Hudus, Yuacmox 6, Bunnadoc Kxons, Hanazapx Poyo, Baoou, Jucmpurxm Conan (HF)
173205, x0d OKITI2 21.20.10.256, k00 TH B3] 3004900002, xonmparxm Ne DRL01/2017 om (7. 02.2017,
ungotic Ne 185024286 om 29.06.2018

COOTBETCTBYET TPEEOBAHUAM

T N0I3283/01-070807 (HI 42-3200-06 usm. Ne 1-7)

JOEKJAPAITHS ITPHHSATA HA OCHOBAHHHN

npomoxon ucneimanuii Ne 27394 om 24.08.2018 JlabopamopHbiii yernmp Q00 "I[[KK OHL]", ammecmam
axxpedumayuu POCC RU.0001.2]1PK75, Cepmugurxam POCC IN.OMI3. C63349 om 24.08.2018

JLATA TIPPEATVST TEKTAPALTHH 31.08.2018
e,
ARPATHASEBACTBUTETLHA JIO 30.04.2020

‘ L INanamapuyx P.A.
O H.0

>>>>>>

it CBEJEHMS O PETUCTPAIIMHA

OPTAH ITO CEPTHOHKALINN, 3APETHCTPHPOBABIIIWHI JEKJIAPANTHIO
POCC RU.0001.11DOMI15 OPTAH 1O CEPTHOHKAIIHH ITPOLYKIHH OBUECTBO C
OIrPAHUYEHHOH OTBETCTBEHHOCTEIO "OKPYXHOH [JEHTP KOHTPOJIA KAYECTBA",

. adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 3, nom. 1, kom. 1., adpec opzana no
cepmucpuxayuu: 143581, Mockoseckas obracme, Hempuncxuil paiion, dep. Jlewxoeo, 0. 248, cmp. 1, men.;
(495)640-96-69, (495)787-92-78 geb-catim. oyxx.pe.

JAEKJAPAIIUS O COOTBETCTBUHN 3APETHCTPHPOBAHA M POCC IN. DM15./7164546
I{AT%@IPAHHH 31.08.2018
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CERTIFICATE OF

ANALYSIS

CEPTVOUKAT AHATTU3A
Page 10of &
Product : Cetrine film coated tablets, 10 mg NpoaykT : LleTpun®, TabneTkn, NOKpbITLHIE NNEHOYHOR
oBongvkoi, 10Mr
Batch No / Cepun Ne : V800472 Batch Size { O6bem naptum : 462.500 KG

AR No / AHZNHUTHYECKHE OTHET : 890001276393
GGOG 1275086

Date of Analysis / laTa aHanusa ; 15/06/2018

iDatSof Mfg / flarta npouzBoncTsa : 05/2018

Date of Expliry / Cpok roaHocTy : 04/2020

Nz Test/ Tect Result / PesynbTatel

Specification / No gokyMeHTaunw

1 Description / Onucarve| White / off white
coloured, round,
biconvex film coated
tablet with a breakline on
one side. white to
off-white core on a cross
section. / Kpyrasle

|1 BORAKCBLINYKNbIE
TabneTku, NoOKPbITbIE
nneHo4YHoR 06oNCoHKOR’,
Genorg / novwru 6enoro
LUBETa C pPWCKOA Ha
ofgHOW cTopoHe. Ha
nonepe4vHoM paspese —
anpo oT Benoro Ao
nodTu. Genoro LBETE.

White or off white coloured, round, biconvex film coated

tablet with a breakline on ong. side, white to off-white core

on a cro8s section. f Kpyrneie naonkosblnymme TabneTuu,
noKpbIThie NNeHoqHOM aGonoyxol, Senorc unw NoqTY
Fenoro UBeTa ¢ PUCKOA Ha 0fHOM! cTopoHe. Ha
honepeurom paspese — AApo oT Benoro go no4ty Genoro
LBeTa.

2 Identification by HPLC/ | Complies as prescribed

MNogMMHHOCTE
: CooTeeTcTayeT

The retention time of the peak dug to cetirizine inthe
sample preparation corresponds to that of the standard
prepanataon/ '
BpeMﬁ YAEPXUBAHNS OCHOBHOTO NMKa Ha XpoMaTorpamme
UCNbLITYEMOro pacTeopa AOMKHO COOTBETCTBORATE
BPEMEHN YOEepKUBSHUA NVKa LeTUprinHa Ha
XpoMaTtorpaMme CTaHgapTHoro pacTeopa

Remarks : The Product conforms to above specifications
MpumMeuarve: NpoayKT COOTRETCTBYET BbILUCYKAIAHHBLIM
creundukaynam

Opinion : APPROVED
3axmouerne : OQOBPEHO

Checked by / JokymeHT

Prepared By /
’f’ nposepeH

[TponepeHc

-—

Quality Assurance Manager/Executive -
MeHemxkep no ofecneqeHuto kavecTsa (\

f’—;ﬁécp" Kumaor f Napgun ANl Kumar — Anwn Kymap

Armit Kumar Sharma / Amur Kymap Wapma il

Kysmap
Date / faTa : Date / Hara : Date / Jarta:
19/06/2018 19/06/2018 10/06/2018

Regisiered OMfice:

§-2-337, Road No. 3, Banjara tlills, Yhderabad - 300034, A, 1, Lolia

Tl 91 ) 4900 2900, Fax: 91 40 4000 20499, mail: mail@drreddys com

CIN: [L851U3APL

wanwsehred

SE4PL CONd3I
dvs.comm



CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANTU3A

Page 2 0f §
rP_rBduct : Cetrine film coated tablets, 10 mg NpoaykT ; LleTpuH®, TabneTky, nokpeTee MAeRo4AoM \
: oBonouKkoR, 10Mr
Batch No / Cepun Ne 1 V800472 Batch Size / OB6hem napTuy : 462.500 KG |
AR No | AHaNMTUYECKUNW OTYeT : 890001276393, Date of Analysis / laTa adanusa : 15/06/2018 J
— 80CC01275986

iﬁz_;!._:}_“t,i' Mig f llaTa NnponaBoACTEa : 05/2018 Date of Expiry / CPOK TOQHOCTH ; 04/2020

Ne Test! TecT Result / Pe3ynLTaThl Specification / Mo foKyMeHTalAK
3 Average weight / CpeaHas| 189.6 mg /189,6 mr 191.0 mg £ 3.0% (185.3 mg-196.7 mg)
' Macca 191.0 Mr % 3,0% (1858.3 Mr-196.7 Mr}
. 4 Water / Boga 3.4% Not more than 6.0% wiw /
: He Gonee 6,0 %
5 Dissolution 7 Pacteoperue| 98% - 101% Not less than 80% 'Q’ of the labeled amount
of cetirizine dihydrochloride is dissolved in 30
! ’ minutes /

| ! :
‘ : ’ He menee B0% (Q) oT 328BNEHHONO
' l konvyecTsa 3a 30 MyH.

Opinion : APPROVED
3akniodenve : OQOOBPEHO

Remarks - The Product conforms to above specifications
Mpumeuarve: [POJYKT cooTseTCTRYET BbiLIEYKA3AHHBIM

crneundunkaluanm

: Prepared By / flpoBepeno Checked by / [JOKYMeHT Quality Assurance Manager/Executive
~ i npoeepeH Q,q _ Meregxep no oﬁjc‘;\eueﬂmw KaqecTsa
*Farmua Kumar / Napaun Kymap nit Kumar — Anwn Kymap Amit Kumar Sharmérl Amut Kymap Wapwma
l Date / Jara ;. 19/06/2018 Date / flaTa : 19/06/2018 Date / [lata : 19/06/2018

Registered OFfice: 8-2-337, Resad No, 3. Banjara | lills, Hyderabad - 508 1134, AP, India
Tek 91 411 4900 2900, Faxt 41 40 4900 2999, Lmail: mail{tdreeddy s com
CIN: TRS1YSATIYE4PL OO0
wwawsdrreddys com
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANIA3A

Page 3 0of 5
Procuct : Cetrine film coated tablets, 10 mg Mpoaykt : Letpuh®, TabneTkn, NOKPLITLIE ANEHOYHCHA
. 06onoYKoin,10Mr
rBatch No | Cepua Ne : V800472 Batch Slze / O8beM NapTvi - 462.500 KG
}il No | AHanuru4eckui oTHeT : 800001276393, Date of Analysis / [laTa akanuaa: 15/06/2018
290001275986 .
Date of Mfg / JaTa npoH3BOACTBA | 05/2018 Date of Expiry / CpoK roBHOCTH : 04/2020
T:.'_g__l Test/ Tecy Result / Pesynurarh! [Specification / Mo LoKYMEHTaUUK Il
57 U nioninity of dosage units | 4.8 The acceptance value (AV) should be less
OAHOPOAHOCTL ihan or equal to 15.0/ ‘
031MpPOoBaHUA MpueMouHoe 3HaYeHne {AV) pomxHo BbiT | |
l e Gonee 15,0. X

Remarks : The Product conforms to above spacifications

Cpinlon T APPROVED
Mpurievanwe: NpoayKT COOTEETCTBYET BhILLEYKAIAHHBIM 3axmoyenve : OQOBPEHO i
CoE MKau M ;

Drapared By / MNposepero Checked by / DoxymeHT Quality Assurance Manager/Executive ‘.

@'F{; npcsepen At MeHegxep no o egi\equmo Kauecrea |

c“.*ﬁ‘ﬁ :

Bardeep Kumar / Mapgun Kymap [Aril Kumar — Auwn Kymap Armit Kumar Sharma [ Amut Kymap Wapma l :
Date / Nata : 19/06/2018 Date / flata : 19/06/2018 Date / DaTa : 19/06/2018

Reyistered Oftice: #-2-337, Road No. 3, Banjara | Lills, I-l_\‘dornh:\r.l . 500134, AL Indin
Tel: 1 404900 2900, Fax: 91 41 4901 2049 Lmail mailgirdreeddys com
CINe: [.35l‘)ﬁ;\l”‘)ﬂ-ﬂ’l.C”lllﬁ(l"

www.crreddyes eam



[Product : Cetrine film coated tablets, 10 mg

!

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANN3A

Page 4 of 5

NpoaykT ! UeTprH®, TabneTkn, NOKPLITLIE MTNEHOMHOW
oBonovkoin, 10mr

Batoh Mo d Copas e VBO04T2

Bateh Size / OB6bem napTuu : 462,500 KG

AR No | Ananmnruieckdil oTuer : 830001276393,

890001275986

Date of Analysis / [ljaTa aHanu3a : 15/06/2018

Date of Mfg / lata npoU3IBOACTEA | 05/2018

Date of Expiry /| CPOK rGAHOCTH 04/2020

Ne Test ! TecT Result/ PesynkTarh! Specification / 1o AOKyMEHTaUUH
7 Impurities by HPLC/
NocToporHue NpUMecH
) Impurily A / Not Detected 2) Not more than 0.2 % i/ e Bonee 0,2 %
npuMecs A
.01 2% 9
b) Impurity B / 0.01% b) Not more than 0.2 % / ne Sonee 0,2 o
npumecs B
0.06% c) Not more than 0.2 % / He Gonee 0,2 %
c} Impurity C /
npumecs C .
Less than LOQ (0.003%) ) Not more than 0.2 % / He Gonee 0,2 %
) Impurity D/
iatelt o [
PmMEE 0.02% %) Not more than 0.2 % / He Gonee 0,2 %
a) Impurity E / ‘
npumect E Not Detected f) Not more than 0.2 % / He Gonee 0,2 %
f) Impurity F /
npvmMecs F 0.07% q) Not more than 0.2% /
e g . He Gonee 0,2%
3) Any unspecified impurity
EauHUIHON
HeuaeHTUPRUUPOBARHON :
npUMecH 0.2% i) Not more than 2.0% /
o . He Bonee 2,0%
i) Totat impurities / CymMMb!
npumecei
8 Assay / KonuuecTeeHHoe 9.86 mg /9,86 mr Each film coated tablet contains not less
onpenenerHe than 8.0mg and not more than 11.0 mg/
Cetirizine dihydrochloride / B oaxoi TaBneTtke COAepHUTCH
LeTUpU3uHa o7 9,0 Mr go 11,0 mr
lnvrnapoxnopva

]—F\"em:-n'Ks Tho Product conforms to above specifications
Mpsistz4znue: 1POAYKT COoTBETCTBYET BhILUEYKA3aHHBIM
cneyrpuraLvuam

Opinion - APPROVED
3aknodeHme | OA0BPEHO

|Prepared By / lNposepeHs f

-

Checked by / [lokymeHT
nposepeH

Quality Assurance Manager/Executive

Menemiep no oBic’nﬁquwm KavecTea

Pardeep Kumar / Napavi Kymap

[Anil Kumar — Ausn Kymap

Amit Kumar Sharma / AmuT Kymap Ulapma

Date / Oata : 19/06/3018. . yem s

Datg/Aara; J9062018 1.1

Raley,Aara 19/06/2018

Tel: 91 40 4900 2000, Pax: 91 40 4900 2999, Iimail: mailfdreeddy s.com

CIN: {85 193AP IR CONSET

wawsdi reddys.com




Dr.Reddy's

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANU3A

Page 50f &

Froduct : Cetrine film coated tablets, 10 mg

NpoayxT : LleTpuH®, TabneTin, nokpuiThie MAEHOYHOW
o6onoykon,10Mr

Batch No [ Cepust Ne 1 V800472

Batch Size / 06bem napTuu : 462.500 KG

AR No / AHANUTHYECKMI OTuUeT ! 890001276393,

Date of Analysis / [lata aHanuia : 15/06/2018

. 290001275986
| Dato of Mfg / Data nponasopncTsa : 05/2018 Date of Expiry / CPOK roQHOCTH © 04/2020
No Test / Tect Result / PeaynbTaTthl Specification / [lo nokymeHTauuv
i} Microbiological Limit/
" [MukpoBuonoruueckas
qucToTa
. . ess than 10 CFU/g/ Not more than 1000 CFU/g/
, a) Total Viable aerobic  \epee 10 KOEIT He Gonee 1000 KOE/r
count/ Qbuiee Yueno
23poGHbIX BaxTepui
_ Less than 10 CFU/g/ Not more than 100 CFU/g /
b) Fgmgi/OﬁLuee useno  Mewee 10 KOES He Bonee 100 KOE/r
rpnGos.
) Absent / OTcyrcTeyeT Shall be absentin1g/
c) E.coli QreyteTene B 11
[ 1
bl Remarks - The Product conforms to above specifications Opinion : APPROVED

Mpumeuanne: MpoAYKT COOTRETCTBYET BbILUEYKAIBHHBIM

crelimdraLinam

BaKkn4eHWe ; OA0BPERHO

Prepniad 3y / NiposepeHo f

e

Checked by / [lokymeHT

npoBeped w

Quality Assurance Manager/Executive

MeHexep no oiegn\eqewm KaJeciea

Pardeep Xumar / Napgun Kymap

lAnil Kumar — Avun Kymap

Amit Kumar Sharma‘l Amur Kymap Lapma

Date / QaTa : 19/06/2018

Date / JaTa : 19/06/2018

Date / laTa : 19/06/2018

Ru‘u'\sn:rml Officu:
Tel: V1 40 4900 2900, Fax:

wawnsdrreddvs.com

8-2.337, Road Na. 3, Banjara Hilly, Fhderabad - 00034, AP, Tndia
91 0 4000 2999, Lmail maiigipdrvedey s.com
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