JEKJTAPAIIMSI O COOTBETCTBHH ?‘

JEKJIAPAHT, NPUHMMAFOIIHA JEKJIAPALTUIO O COOTBETCTBHU ’
OO0 "P. PEJTH'C JIABOPATOPHC" |
| Csedenus o pecucmpayuu opeanusayuu: Mesicpationnas uncnexyus. Qedepanvroil Haro20801i eayaichur Ne 46 no ‘ ‘
2. Mocxee 01.01.2008, OT'PH 103 7707013838, dama npuceoenus OTPH 05, 04,2003, '
| Adpec: 115035, 2, Mockea, Oavunnuxoscran Hab., 0. 20, cmp. 1. Te eneqion. 8(495)644-37-78.

| B nuye: Tenepansrozo dupexmopa Kxandensan Mpawanm
Hosepennoe auyo: Jamui A.B., doeeperriocms Nel om 28.04.2018z ‘

SASBJISIET, YTO

Aexapemeennoe cpedemeo: Hosuzan matnemxu, NOKpbimbie nReHOYROU 000a0YKot 10 wm., yrakosku |
Avenirosvie konmypree (1), nauxy kapmownste, PY Ne T1 N008846 om 22.09.201] (dama samers; PY |
07.12.2016), cepus V800822, napmug 111480 ynaxosox, 20dex do 31.07.2023, npouseodcmea J-p Peddu'c '
Aabopamopuc JImd., Hudus, Yuacmor 6, Bunnadore Kxons, Hanazapx Poyo, Badou, Juecmpurxm Conan (HP) |

173205, koo OKITH2 21.20.10.232, k00 TH B3/ 3004900002, kowmpaxm Ne DRL 0172017 om 07.02.20) :
| unsodic Ne 185024700 om 07, 09.2018

COOTBETCTBYET TPEFOBAHUAM

171 N008846-071216

AEKTAPAIS TPHHSTA HA OCHOBAHUH

npomoxon ucnvimanui Ne 38442 om 08.11.2018 JlaGopamopruiit yenmp OO0 "UKK OHL", ammecmanm
axxpedumayuu POCC RU.0001.21PK75, Cepmudhuxam POCC IN.®MI5.C68021 om 08.1] 2018

AATA IIPHESITUS JEKJIAPAITANR 09.11.2018

NERAE }im_fﬁ‘:i%gHCTBHTEJILHA 1O 31.07.2023

g ISy
g T
= <l
. L ;_{:%éif_,« Haruit A.B. |
MOAMHCE d.U.0 |

CBEJEHWA O PETUCTPAIII

CEPTHOHKAINN, 3APEI'ACTPUPOBABIIUN TEKJIAPAITHIO |
}?ggéﬁl{ 35’00]?]1 OMI5 OPTAH II,’O CEPTHOHKALHH IIPONYKIHH OBLECTBO C ) |
OIPAHHYEHHOH OTBETCTBEHHOCTEFO "OKPY)XHOH LJEHTP KOHTPO/IA KAYECTBA"
adpec opzanusayuy; 115280, 2. Mocksa, yn. Macmepxosa, 9. 4, om. 3, nom. I, kom. 1., ad;uec opeana ;‘z? |
cepmucpuxayuu: 143581, Mockosckas obracme, Hc;npuﬂcxuﬁ pation, dep. Jlewxoso, 0. 248, cmp. 1, men..

5)640-96-69, (495)787-92-78 geb-catim: oyxk.pe.

,g;;’;IAPAI.[HH (g CCf OTBETCTBHH 3APETHCTPHUPOBAHA M2 POCC RU J-IN.®@M15.4.04366/18
JATA PAIIHH 09.11,2018

% 3aperToBekas H.A.

TIOMNACH Pyxosomutens OC
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTTU3A

Page 10l 5

Product : Novigan, film coated tablets

T
MpoayxT : Hosuran®, Tabnetku nokpb'Teie cBoncykoi.

Batch No / Cepus Ne : V800822

Batch Size / O6wem napTuu : 684.000 KG

AR No / AHanuTuyeckun otuer - 890001302400,
890001304175

Date of Analysis / Nata ananuaa : 31/08/2018

Date of Mfg / flata npoussoacTsa - 08/2018

Date of Expiry /| Cpok roaHocTi : 07/2023

- |b) Pitofenone
hydrochloride and
fenpiverinium bromide /
MNMuroderoHa
ruapoxnopug v
heHNUBEpUHNS Bpomug

b) Complies as
prescribed/

B cooTteeTCcTBUM C
onucaxuem

e

Na Test/Tect Result / PesynsTtatel | Specification / Mo OOKYMEHTauuu

1 Description / Onucarnne| White film coated, White film coated, round, biconvex tzblels debossed with
round, biconvex tablets [NOVIGAN on one side. / Kpyrnele aBosikosbInyknsiz
debossed with TabneTkn, NoKpsITbIE NAEHOYHO 0BONOYKA BENoro
NOVIGAN on one side. / useTa, ¢ TucHeHnem «NOVIGAN» Ha oaHoi cTtopoHe.
Kpyrnsle Cross section view: from white to zalmost white color. / Buy
BOAIKOBBINYKNbIE Ha nonepe4Hom cpese: ot Genoro 4o nodtn Seroro UseTs
TabneTky, NoKpbIThE
nNeHoYHoW oBonoykoni
Senoro useTa, ¢
TUCHeHueM «NOVIGAN»
Ha 0AHONW cTopoHE,
Cross section view:
white / almost whita
color. / Bup Ha
NnonepeyHoM cpese:
Benoro

2 Identification / a) Complies as Retention time of principal peak in lhe chramatogram of

MoanuHHoCTL prescribed/ test solution should correspond to retention time of
a) lbuprofen / B cooTtsetcTeuu C principal peak in the chromatogram of ibuprofen standard
MBynpadeH onucaHnem solution. / Bpema yaepxuBaHua 0CHOBHOO Nuka Ha

XpPOMaTorpaMme UCNLITYEMOro pacTBopa A0MKHO
COOTBETCTBOBATL BPEMEHW YAEPKUBEHWA OCHOBHOM NKKa
Ha XpomaTorpamme CTaHAapTHOTO pacTEopa ubynpodena

Retention time of principal peaks in the chromatogram of
test solution should correspond to retention time of
pitofenone hydrochloride and fenpiverinium bromide peaks
in the chromatogram of standard solution./ Bpenvera
YAEDXKUBAHUA OCHOBHBIX NUKOE Ha XPOMAaTarpaMme
UCMBITYEMOro pacTeopa OOMKHbI COOTEBETCTRBOBATL
BpeMeHaM yAepXUBaHua NUKos P'IMTOCI:\eHOHa
rMapoxnopuia u heHnUBEPUHWA BpomMuaa Ha
XpoMaTorpaMmMe CTaHAapTHOro pacTsopa

-Remarks : The Product conforms to above specifications
MNpumeyarue: MpoaykT cooTeeTcTayeT BblLUEYKA3aHHbIM
cneundunkayuam

Opinion : APPROVED
3antovenue : OJOBPEHO

Prepared By / |,

Checked by / [lokymeHT
MposépeHo ..

nposepeH C{‘)}{b -

Quality Assurance Managar/Executive
MeHemxep no obecnedeHuio kavyecTsa

]
i

™%

e T

Pardeep Kumar / Mapawn  Varun sharma / BapyHx lWapma

IAmit Kumar Sharma / Amut Kymap Ulapma

Kymap
Date / Oara : Date / JaTa ; Date / JaTa:
31/08/2018 31/08/2018 31/08/2018
Registered Office: 8-2-337, Road No, Y, Banjara ills, Flvderabad - 300034, AR Tdia
Tel: G4 402900 2000, Pax: 91 40 4900 2999, Timail: 1'1ﬁ:|ii{§f"f!|‘l'm|d:.'s,r,n'1‘.
CIN: LESTUR PSR4 PLCONG5Y7

wwanthiredde

lvscom
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANTIU3A

Page 2 of 5

"Product - Novigan, fiim coated tablels

Mpoaykr : Hosuran®, Tabnetiu NOKPbIThIE OBONOYKON.

Batch No / Cepus Ne ; V800822

Batch Size / O6bem naptuu : 684.000 KG

AR No / AHanuTuueckun oT4eT : 890001302400,

Date of Analysis / Jata ananuaa - 31/08/2018

890001304175
[ Date of Mfg / laTa npoussopacTea : 08/2018 Date of Expiry / Cpok rognocTy - 07/2023 N
Ne Test/ Tecr Result / PeaynbTtaTh Specification / Mo AOKYMeHTauuu
3 Average weight and 568.9mg 570.0 mg + 3.0 % (from 552.9 mg to 587.1
Uniformity of weight / mg)/570,0 Mr £ 3.0 % (oT 552,9 mr go 587 1
CpeaHss macca u mr)
OAHOPOAHOCTL NO Maccee
18/20 tabl = NMT £ 5 % /
18/20 1abn — He Bonee + 5 %
2/20 tabl = NMT + 10 %, /
2/20 Tabn — He Bonee + 10 %.
4 Disintegration / 02 Minutes 43 Seconds Not more than 30 min /
’ PacnagaemocTts He Gonee 30 muH
5 Dissolution / PacTeoperve 102% to 105% Not less than 70 % (Q) of label claim within
Ibuprofen / BynpogeH 30 min. / He meHee 70 %(Q) oT 3assneHHoro
Konuvectsa Yepes 30 muH.
Pitofenone hydrochloride / 5 0
MuTotbeHoHa ruapoxnopua 101% to 105% Not less than 75 % (Q) of label claim within
30 min. / He meree 75 %(Q) oT 3asEneHHOro
Konuvyectea Yepes 30 MuH.

cneungukayuam

Remarks : The Product conforms to above specifications
Mpumeyanue: Mpoaykr COOTBETCTBYET BbiLIEYKA3aHHbIM

Opinion ;: APPROVED
3aknioverue : OOOEPEHO

Prepared By / MNposepeHo

«:::—-4""

Checked by / OokymeHT
npoeepex ! .
¥ el

Quality Assurance Manager/Executive
MeHeoxep no obecngqyeHuo KauecTra
(—‘1.‘, 3

B

Pardeep Kumar / Napaun Kymap

\Varun sharma / Bapyn Wapwma

IAmit Kumar Sharma / Amur Kymap Wapma

Date / arta ;: 31/08/2018

Date / OaTa : 31/08/2018

Date / Data : 31/08/2018

Repistered Office: 8-2-337, Road N 3, Banjara Hills, Hyderabael - 300034, AP, Tnclia
Tk 91 404900 2000, Fas: 01 4004900 2999, Tumail: mailticdrieddvs.com

CIN: LESINSAP IS4 PLCONG0T

wwnwdereddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANKU3A

Page 3 of 5

Product : Novigan, film coaled tablets

MpoayKr : HoBuraw®, TabneTin NOKPLITLIE OBONOUYKOR.

Batch No / Cepus Ne : V800822

Batch Size / O6wem naptuu : 684.000 KG

e AR No / Avanutudeckuit oTyeT : 890001302400, Date of Analysis / lata ananu3a : 31/08/2018
34 890001304175
Date of Mfg / lata npoussoncTea : 08/2018 Date of Expiry / Cpok rogHocTy ; 07/2023
Ne Test/ Tect Result / PeayneraThl Specification / Mo gokymeHTauuu
5 Related substances / 0.04% Total impurities not more than 1.0 % /

MocTopoHHWe npuMecu

Cymma npumecei — He Bonee 1,0 %

Remarks : The Product conforms to above specifications Opinion : APPROVED

Mpumeyanue: Mpoaykr COOTBETCTBYET BbllWEYKa3aHHbIM 3aknioverue : OJOBPEHO

cneyndukaunsm

Prepared By / MNposepexo Checked by / JokymeHT Quality Assurance Manager/Executive

' : npoeepeH N MeHemkep no cBecnevyeruin KauecTea
izl yr— ==}

Pardeep Kumar/ Mapavn Kymap \Varun sharma / BapyH Wapwma Amit Kumar Sharma / Amut Kymap Wapma

e Date / [laTta ; 31/08/2018 Date / OQaTta : 31/08/2018 Date / aTta : 31/08/2018

Registered Officer B-2-337, Road Nov 3. Banjara Hills, Hvderabad - 500034, AP, Tndia
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Fmail: mail@idreeddys.com

CIN: LESI93APTUBAPL.CHI507
w\\-w.:|rru-.h§_\'s.cnm




Product : Novigan, film coated tablets

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATTUZA

Page 5 of 5

MNpoaykT : Hosuran®, Tabnerxy NoKpPbITHIE 0BONOYKON.

Batch No / Cepua Ne ; V800822

Batch Size / O6Lem napruu : 684 000 KG

AR No / AHanuTUYeckun oTyY

890001304175

et : 850001302400,

Date of Analysis / lata aHanu3a : 31/08/2018

Date of Mfg / OaTa npoussoacrtea : 08/2018

Date of Expiry / Cpok roanocTy - 07/2023

Ne Test/Tect Result / PeaynbraThi Specification / Mo pokymenTaumn

9 Assay | KonuiectsenHoe | 399.3 mg From 384.0 to 416.0 mg/tablat / !
onpegeneHue Ot 384,0 no 416,0 mr/ra6n. ,
Ibuprofen / U6ynpoden ‘
Pitofenone 5.004 m From 4.5 to 5.5 mg/tablet /
hydrochloride / : g Ot 4,5 80 5,5 mr/Tabn.
MutodeHoHa rmapoxnopua
Fenpiverinium bromide / 0.0994 mg Fm? sl ?'111 ngablet/

b PeHnuBepuHus Gpomua O.T .09 A0 0,11 mr/rabn.

Remarks : The Product conforms to above specifications
Mpumevarve: NpoaykT COOTBETCTBYET BbILLEYKA3aHHbIM
cneynchukauusam

Opinion : APPROVED
Sawmioderne ; OQOBRPEHO

Prepared By / MNpoeepero

c'.:u;f-”"

Checked by / jokymeHT

npoBepeH @ B
R

Quality Assurance Manager/Executive
Meregxep no ofegnedernio kavecTsa

e

1

Pardeep Kumar / Napaun Kymap

Varun sharma / Bapyn LLapma

Amit Kumar Sharma / Amur Kymap Wapma

Date / Hata : 31/08/2018

Date / [laTa : 31/08/2018

Date / NaTa : 31/08/2018

Regisrered Office; 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP India
Tel: 91 40 4900 2900, Fax: 91 410 4900 2999, Email: mail@dreeddys.com

CIN: L85 1931984 PLCONS 307

wwwdrreddys.com



CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATTU3A

Page 4 of 5

Product : Novigan, film coated tablets

NpoaykT : Hosuran®, Tabnetiun NOKPbLITIE 0BoNOYKCH.

Batch No / Cepwus N2 : V800822

Batch Size / O6bem naptuu ; 684.000 KG

AR No / AHanuTuyeckuin ot
890001304175

eT : 880001302400,

Date of Analysis / QaTa ananuaa - 31/08/2018

Date of Mfg / laTa npoussoncTea : 08/2018

| Date of Expiry / Cpok roanoctn - 0712023

Ne Test / Tect ] Result / Peaynbrathl Specification / Mo DBOKyMeHTaluu 1
7 Microbiological limits /
Mukpobronoru-yeckas
YUCTCTa ,
g . [Less than 100 CFU/g / Not more than 1000 CFU/g /
) Total Aerobic Microbial e ce 100 KOE!r He Gonee 1000 KOE/r
OBuwiee yncno aspoBHbix
MUKPO-0praHuamos Less than 50 CFU/g / Not more than 100 CFUi/g / ‘
b) Total Combined Yeast [Mewnee 50 KOE/r He Bonee 100 KOE/r
and mould count /
OBLuee Y1cno poXoKeBbIX : .
W NNECHEBbIX rPUGOS Absent in 1 gram / Absent in 1 gram /
c) Escherichia Coli OteyteryeT s 11 OtcyTeteve s 11 B ]
8 Uniformity of dosage units Acceptance value (AV) should be not more
of / OpgHoponHocTs than 15.0. / MpuemouHae 3HaveHne (AV)
0031MPOBaHUSA! AV. 7.0 I0M#kHO BbiTh He Gonee 15,0
Pitofenone hydrochioride / | "
MNutodeHoHa rMapoxnopun ACCEptanCB value (AV) should be not more
Fenpiverinium bromide/ | AV. 7.2 than 15.0. / MpuemoyHoe 3HaueHue (AV)
(beHI'IHBepMHMFI 6pOMMﬂ ,IJ,OJ'I)KHO 6b|Tb He 50“68 15,0

Remarks : The Product conforms to above specifications
Mpumesatve: MpoaykT cooTeercTayeT BbILLIEYKA32HHbBIM
cneundukauam

Opinion : APPROVED
3aknoverue : OQOBRPEHQ

|

Prepared By / Mpoeepera o

cdem

Checked by / [okymeHT
nposepeH N

Quality Assurance Manager/Executive
MeHeaxep no obecneuennio kadecTaa

i
e
— i

Pardeep Kumar / Napgun Kymap

Varun sharma / Bapyt Wapma

Amit Kumar Sharma / Amur Kymap Wapma

Date / Oarva : 31/08/2018

Date / Jata : 31/08/2018

Date / JaTa : 31/08/2018

Registered Office: 8-2-337, Road No. 2. Baniara Hills, FHyderabad - 500034, AP, Trclia
Tel: 91 404900 2900, Fax: 91 401 4900 2699, Timail: mail@drieddvs.com

CIN: LSS IY3ADPTU84PLCN04S0T

wwavdrraddvs.com



