Dr.Reddy’s Q’:"

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel 1 +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIN3A

Product : Novigan, film-coated tablets
MpoayicT: Hopuran®, tadieriu, NOKpLITbIE NJIEHOYHOI 060/10UKO#

Market / PoiHok

: Russia / Poccus

Batch No./ . Batch Quantity / . 1200000 tab /
Cepus N i M2401DAD Pasmep cepuu © 1200000 Tab
Analytical Repourt No./ . 890001764558 Date of Analysis / . 29/09/2024

| AHaTHTHYecKH I oTueT Ne JaTa ananusza

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029
JdaTa npou3BoACTBA T'open oo

Mifg. License No. / .

IIpou3BOACTBEHHAN : MNB/05/263 II\:I? number: / Homep . 1y noog846
JuueH3ua Ne

Analysis performed according ND No. / Anaaus nposeaes no H/ Ne: IT1 N008846-020222 (amend Ne 1 from 27.09.2023/ u3m.
Ne 1 ot 27.09.2023)

Pagel of 6/ Crp.1u3 6

Ne Test / lokazaTenn Result / PesyabTaThl Specification / Hopma
1 | Description/ White round biconvex film-coated tablets | White round biconvex film-coated tablets debossed
Onucanue debossed with NOVIGAN on one side. On | with NOVIGAN on one side. On a cross section
a cross section white core. / Kpyrmsle | white to  off-white core. /  Kpyrisle
LNBOSIKOBBIMYKIIbIE TabNeTKH, TMOKPHITEIE | NBOSKOBBINYKJIbE TabneTky, MOKPBITHIE
mieHoyHoii obosoukoii Oesoro 1BeTa, ¢ nieHoyHoit  oboJsioykoii  Genoro  mBeTa, €
tucHeHHeM NOVIGAN Ha oanoii cropone. | TucHeHueM NOVIGAN Ha opHo#t ctopore. Ha
Ha nomnepeyHom paspese sapo 6emoro | morepeyHoM paspese sApo OT 6enoro Ao MoyTu
LIBETA. 6enoro ugera.
2 | Identification / [lognuHHOCTH
2 | Ibuprofen/ Complies as prescribed / CooTBercTByeT The retention time of the main peak on the
a | Hbynpoden chromatogram of test solution should correspond to
the retention time of the main peak on the
chromatogram of ibuprofen standard solution
(section Assay)./ Bpems ynep>xuBaHus OCHOBHOTO
NKYKa HAa XpPOMATOrPaMMe HCIBITYEMOrO pacTBoOpa
JOJDKHO COOTBETCTBOBATH BPEMEHH yAEP>KHBaHUS
OCHOBHOMO MNWKa Ha XpoMaTorpaMMe pacTBOpa
crangaptHoro obpazua ubynpodena (pasgen
«KonuuecTBeHHOE ONpeneneHue»).
2 | Pitofenone Complies as prescribed / CooTBeTcTBYeET The retention times of the main peaks on the
b | hydrochloride and chromatogram of test solution should correspond to

Remarks : The Product confirms to ND /
Ipnmeuanne: ITpoaykT cooTeeTcTBYET TpeboBannam HJI

Conclusion : APPROVED /
3akmrouyenune: OJOBPEHO

Maurya

Prepared by /
IToarorosneno: Santosh Kumar

@ <

Checked by /
[Mpoeepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxkep / Pykoronurens

Amit Kumar ra—g
/

Reprint Date /
Hara: 29.09.2024

Reprint Date /
Hara: 29.09.2024

L]

Reprint Date /
Hara: 29.09.2024

Registered Oifice: 8-2-327, Road Ne. 2, Ranjara Hills, Hyderabad - 500034, Telangana, India

Tel: +6146 2060 2000, fax

G140 4900 2295, Email: maii@drreddyz.com

CINLES185AP1I98GPLCI0A507

wervsdrreddys.com




Dr.Reddy’s
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Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Product : Novigan, film-coated tablets B

Market / Peinok

TpoayxT: Hosuran®, Ta61eTKH, NOKpPLITHIE MIEHOYHOIT 060/104KOi

: Russia / Poccus

Batch No. / . Batch Quantity / . 1200000 tab /
Cepusa Ne K V2A01949 Pazmep cepuu 1200000 Tab
Analytical Repovrt No./ . 800001764558 Date of Analysis / . 20/09/2024
AHaJuTHYecKHi oT4eT Ne Jara anaaunsa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029
JaTa npou3BoAcTBa I'oxen no

Mfg. License No. / .

MpoussoacTEeHHAS : MNB/05/263 11\;[? number: /Homep . Nggggas
JuueH3ua Ne

Ne 1 o1 27.09.2023)

Analysis performed according ND No. / Anaau3 nposeaen no H1 Ne: I1 N008846-020222 (amend Ne 1 from 27.09.2023/ u3m.

Page2of 6/ Cip. 213 6

fenpiverinium the retention times of pitofenone hydrochloride and
bromide / fenpiverinium bromide peaks on the chromatogram
IMurodeHona of standard solution (section Assay) / Bpemena
THIPOXJIOPUA U yIepXKHBaHHA OCHOBHBIX NUKOB Ha
beunusepunms XPOMATOTPAaMME HCILITYEMOrO PacTBOPa JOJKHBI
O6pomun COOTBETCTBOBATH BpeMeHaM yOASPKUBAHUS
OCHOBHBIX NHKOB NHUTO(EeHOHAa THAPOXIOpHAa U
dennuBepunus OpoMHaa Ha XpoMaTorpamme
CTaHIApTHOTO pacrtBopa (pazgen
«KoNnnuecTBEHHOE OnpeaeieHne»)

3 | Average weight / 567.7 mg/ 567.7 mr 570.0 mg £ 3 % (552.9 mg to 587.1 mg) /
Cpeansis macca 570,0 Mr £ 3 % (ot 552,9 mr no 587,1 mr)
TabJIeTKH

4 | Disintegration/ 05 min 03 sec / 05 muu 03 cek Not more than 30 min / He 6onee 30 MuH

Pacnagaemocts
5 | Dissolution / PacTBopenue
a) Ibuprofen/ 101 %, 102 %, 99 %, 99 %, 99 %, 101 % Not less than 70 % (Q) of labeled amount of
H6bynpoden ibuprofen (Ci3H,302) is dissolved in 30 minutes. /
He menee 70 % (Q) OT HOMMHAJIBHOTO COIEPXKaHHS
ubynpodena (C13H;30-) n0omKHO pacTBOPHTHCA 3a
30 muH.
b) Pitofenone 101 %,98 %, 98 %, 99%, 100 %, 99 % Not less than 75 % (Q) of the labeled amount of
hydrochloride / pitofenone hydrochloride (C»HasNO4HCI)

Remarks : The Product confirms to ND /
Ilpumeuaunne: [Ipoaykt cooTBeTCTBYET TpeGoBanusm HIT

Conclusion : APPROVED /
3akuarouenue: OJJOBPEHO

Prepared by /
IMoarotoeneHo: Santosh
Maurya {

Checked by /
Ipoeepeno: Pardeep Kumar

&Zﬂ ar

Approved by: Manager / Executive /
OnobpeHo: Menemxkep / PykopoguTenb

Amit Kumar = L
fﬁbtff;”’ffﬂﬂ

Reprint Date /
Hara: 29.09.2024

Reprint Date /

Hara: 29.09.2024

Reprint Date / !

Jara: 29.09.2024

Registered Offlee: 8-2-32/, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +61 40 4960 2900, F
CIN:

wvyndrreddys.com

+571 40 4500 2996, Ernail: maii@drreddys.com
A54P1934PLCONA507




Dr.Reddy’s ":'

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98156 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product : Novigan, film-coated tablets
gan,
Npoaykt: Hogurau®, rafierin, noKpeiThie NIeHOYHOI 060/104KOj

Market / Pbinok

: Russia / Poccus

Batch No. / - Batch Quantity / 1200000 tab /
Cepua e E V2401549 Pasmep cepun * 1200000 a6
Analytical Repourt No./ . 890001764558 Date of Analysis / . 20/09/2024
AHanuTHYecKHit oTueT No ~ |HdaTa anaansa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029
JaTa npoussoacrea T'omen go

Mfg. License No. / .

TlpousBoacTBeHHAS : MNB/05/263 1}\)/[;7& number: /Homep . 1y Ngo8846
JuueH3us Ne

Ne 1 ot 27.09.2023)

Analysis performed according ND No. / Anasnn3s nposeaen no HJI Ne: TI N008846-020222 (amend Ne 1 from 27.09.2023/ u3m.

Page3 0of 6/ Crp.3m3 6

[Murodenona
THAPOXJIOPHIL

dissolved in 30 minutes. / He mexee 75 % (Q) ot
HOMMHABHOTO COAEpIKaHUA nurodeHona
IUIOPOXJIopHIa (C2:Ha5sNO4-HC1) JOJDKHO
pacTBOpHTHCs 32 30 MUH.

6 | Related substances / PoacreeHHbie npuMecH

Any single impurity /
Jlrobast enuHUYHAS
NpUMECH

Below BDL (BDL= 6997) / Huxe nopora
peructpauuu (ITP =6997)

Not more than 0.3 % /
He 6osee 0,3 %

Total impurities /
Cymma npumecei

Below BDL / Hixe nopora peructpauuu

Not more than 0.7 % /
He 6omnee 0,7 %

7 | Microbial purity* / Mukpo6Hnojornyeckas 4uMcrora*

a) Total aerobic
microbial count /
Obmee yucno
a3poBHBIX
MHKpPOOPraHU3MOB

Less than 100 CFU/g /
Menee 100 KOE/r

Not more than 10* CFU/g/
He 6onee 10° KOE/r

b) Total combined
yeasts and mould
count / Obiee yucno
JPOMOKEBBIX U
MUIECHEBBIX TPUOOB

Less than 50 CFU/g /
Meuee 50 KOE/r

Not more than 10? CFU/g /
He 6onee 10° KOE/r

Remarks : The Product confirms to ND /
I pumeuanne: [poaykr cooreTcTBYET Tpebosanusam HII

Conclusion : APPROVED /
3axaouenne: OJJOBPEHO

Prepared by /
IMoarorosiaeno: Santosh Kumar
Maurya (

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager / Executive /
OnobpeHo: MeHemxep / @(_0 BOJUTEb
Amit Kumar _ ),/

Reprint Date /
Hara: 29.09.2024

Reprint Date /
Harta: 29.09.2024

Reprint Date /
Hara: 29.09.2024

Registered Office: 8-7-327, Road Ne 3, Banjara Hills, Hyaerabad - 500034, Telangana. India

Tel: +91 40 4900 2300, Fax: <4t

49 4900 2996, Ernail: Inaii@drreddys.com

CIN: LG5195API984PLCO04507

wiy drreddys.com




Dr.Reddy’s “:’

Dr. Reddy's l.aboratories Ltd.
Formujation Unit-6

Vill. Khol, Nalagarh Road, Badd;i,
Distt. Sofan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

Product : Novigan, film-coated tablets
HpoaykT: Hopuran®, Taénerky, NOKpbIThIE M1EHOUHOI 000104KOii

Market / Poinok

: Russia / Poccust

Batch No. / . Batch Quantity / . 1200000 tab /

Cepusa Ne = TR Pasmep cepuu 1200000 Tab6

Analytical Repo:‘t No./ . 890001764558 Date of Analysis / . 20/09/2024

AnajguTHyecknii otuer Ne JlaTa anaau3a -
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029

JaTta npoussoacTea I'ogen oo

Mfg. License No. / .

IpouspoacTBeHHAR : MNB/05/263 11\:[? number: /Homep . Ngggs46

auneH3ua Ne

Analysis performed according ND No. / Anaans nposeacs no HJI Ne: TT N008846-020222 (amend Ne 1 from 27.09.2023/ n3m.

Ne 1 o1 27.09.2023)

Page4o0f 6/ Crp.4u3 6

c¢) E. coli

Absentin 1g/
OtcyTterByeT B 1T

Shall be absent in Ig/
Hosmkuel OTCYTCTBOBaTH B 1 T

8 UIIiformity of dosage units of / OHHOp_O)ZlHOCTL JI03MPOBAHUA

/ ®eHnuBepUHUS
6pomun

Ibuprofen / 2.4 Acceptance value (AV) should be not more than

Wbynpoden 15.0. / IToka3zaTens npuemaeMocti (AV) nomkeH
6eITh He Gonee 15,0

Pitofenone 53 Acceptance value (AV) should be not more than

hydrochloride / 15.0. / Tlokasaresns npuemieMoctd (AV) nomkeH

IMutodenona 6bITE He Gonee 15,0

THAPOXIOPHA

Fenpiverinium bromide 8.2 Acceptance value (AV) should be not more than

15.0. / Tlokazarens npuemiieMoctH (AV) nomkeH
6piTh He Gonee 15,0

9 | Assay/ KoaunuyecTBeHHOE ompeeieHne

Ibuprofen / 399.3 mg/399.3 mr From 384.0 to 416.0 mg of Ci3H;30: (ibuprofen)
Hbynpoden per tablet. /
Ot 384,0 10 416,0 mr Ci3H,30- (ubynpoden) B
TabneTke.
Pitofenone 5.075 mg/ 5.075 mr From 4.5 to 5.5 mg of C»HsNO4-HCl (pitofenone
hydrochloride / hydrochloride) per tablet. /
[MutrodeHona Ot 4,5 1o 5,5 mr CxHasNO4-HCI (nutodeHoHa
TUOPOXJIOPHL, THIPOXJIOPUL) B TabneTke.

Remarks : The Product confirms to ND /
INpumeyanue: [IpogykT coOTBETCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3aknouenue: OJJOBPEHO

Prepared by /
Ioarotoeneno: Santosh Kumar
Maurya 9.4

Checked by /
IposepeHo: Pardeep Kumar

Approved by: Manager / Executive /
Ono6peHo: Menemxkep / PykoBonurens

Amit Kumar <
A=
T

Reprint Date /
Hara: 29.09.2024

Reprint Date /

Hara: 29.09.2024

Reprint Date /
Hara: 29.09.2024

Registered Qifice:

8-2

-327, Rond e, 3, Banjara Hills, Fiyderabad - 500034, Telangana, India

Tal: +61 470 4900 2500, Faxe +42 20 1900 2898, Email: maii@drreddys.com

CIN: L

AP1ASAPLCDOAS0Y
v eddys.cem




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories [td.
Formuiation Unit-6

Vill Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98156 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

_Productpzioqgan, film-coated tablets

TNpoaykT: Hopuran®, tabaerku, NOKphIThIE MJEHOYHOH 060/104K0ii
LIpoay

Market / Puinok : Russia / Poccus

Batch No. / . Batch Quantity / . 1200000 tab /
Cepuss No : V2401949 Pasmep cepun 1200000 Tab6
Analytical Repovrt No./ . 890001764558 Date of Analysis/ . 20/09/2024

| AHanMTHYecKHH oTyeT No Hara ananusa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029
Jata npoH3BOACTBA I'oaen a0

Mfg. License No. / .

IpoussoacTeeHnasn : MNB/05/263 II\:I;,& number: / Homep . 17 ngogg4s
JuneH3us Ne

Ne 1 or 27.09.2023)

Analysis performed according ND No. / Ananns nposeaen no H/I Ne: II N008846-020222 (amend Ne 1 from 27.09.2023/ u3m.

PageSof6/Crp.5u3 6

Fenpiverinium 0.1020 mg / 0.1020 mr From 0.09 to 0.11 mg of C22Hx9BrN-O

bromide / (fenpiverinium bromide) per tablet.
DennuBepHHHUs Ot 0,09 10 0,11 mr C2H2BrN»>O (bennupepunus
6pomuL 6pomun) B TabnerTke.

10 | Package/ Ynakoska | 10 tablets in a aluminum foil laminated with | 10 tablets in a polyvinyl chloride film/aluminum foil
oriented polyamide and polyvinyl chloride / | blister or in a aluminum foil laminated with oriented
aluminum foil blister. 2 blisters and patient | polyamide and polyvinyl chloride / aluminum foil
information leaflet in a carton pack. / ITo 10 | blister. 1 or 2 blisters and patient information leaflet
Tabnerok B Oaucrep M3 amoMHHHEBOH | in a carton pack. / ITo 10 Tabnetox B OnmcTep w3
donery, JIAMUHUPOBAHHOM | MOJMBUHUIXJIOPUAHON IUIEHKH/ aTFOMUHHEBOI
OPHEHTHPOBaHHBIM TIOJTMaMHIOM U | ¢onbru UM B GIHCTEp U3 ATIOMHUHUEBOH (OJIBIH,
MOJIMBUHUJIXJIOPUAOM/aTFOMUHHEBOM JIAMHHUPOBAHHON OPUEHTUPOBAHHBIM MOJIUAMUIOM
doneru. o 2 6aucTepa ¢ MHCTPYKUMEN MO | U MOJUBHHUIXIOPUAOM/AMOMHUHUEBOH ¢onbru. Ilo
NPUMEHEHHIO B MAYKy KAPTOHHYIO. 1 vy 2 Gucrepa ¢ HHCTPYKUHKEH MO IPHMEHEHUIO

B Ma4Ky KapTOHHYIO.

11 | Labeling/ Complies as prescribed / | Accordingto ND /

Mapkuposka CooTBeTcTBYET TpeOOBAHUAM B coorserctBHu ¢ H]I
12 | Storage conditions / At temperature below 25°C / Ilpu Temnepatype He Boie 25 °C.
XpaHenue
13 | Shelf life / Cpok 5 years/ 5 nmer
FOMHOCTH

Remarks : The Product confirms to ND /

Ilpumeuanue: INpoaykT cooTsercTBYeT Tpebopanusam HJJ

Conclusion : APPROVED /
3akarouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarotoBneHo: Santosh Kumar IIpoeepeHo: Pardeep Kumar Onobpeno: Menemxkep / PykoBoanrens
Maurya Amit Kumar <

Reprint Date / Reprint Date / Reprint Date / !

Hara: 29.09.2024 Hara: 29.09.2024 Hata: 29.09.2024

Registered Office: 8-2-327, Road Nao. 3,

Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +€1 40 4960 2960, Fav: +91 40 1900 2995, Ernail: maii@drreddys.com
CHN: L85 195AP1984PLCON4507
wwvsdrreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Cistt. Solan, H.P, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Product: Noqg;n, film-coated tablets
MpoayxT: Houran®, Tabaerku, noKphIThIe MIEHOYHOI 060J04KOl

Market / PoiHOK

: Russia / Poccus

Batch No. / . Batch Quantity / . 1200000 tab /

Cepua N : V2401949 Pasmep cepun 1200000 Ta6

Analytical Repog‘t No./ . 890001764558 Date of Analysis / . 20/09/2024

| AHATUTHYeCKH il oT4eT No Jata ananu3a -
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029

HaTta npoussoacTsa TI'onen no

Mfg. License No. / .

IIpousBoxcTECHHAs : MNB/05/263 11\,’1;,* number: /Homep . 1y nyoogg46

JuueH3ra Ne

Ne 1 o1 27.09.2023)

Analysis performed according ND No. / Anamus nposeaen no HJL Ne: I1 N008846-020222 (amend Ne 1 from 27.09.2023/ u3m.

Page 6 of 6 / CTp. 6 u3 6

*- [IpOBOAMTCS NPON3BOAMTETEM NMPH BBIMYCKe NEPHOAMYECKH: s Kaxa0ii 20-0ii cepuu nau ne mexee 1 pasa B roa. Ilokazarens
MOKET OBITb He BKTIOUEH B cepTHOUKAT aHATN3a GHPMBI
* - Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The parameter may be absent
from the Company's certificate of analysis.

Howmep cepun cy6cranuuu
npouspoautes I'JId:

API name / nHaumeHoBaHue ADC: Hbynpoden GennuBepuaHs GpoMun
IurodeHoH

INN/MHH: Ibuprofen Pitofenone Fenpiverinium bromide

API manufacturer batch number

/ PIBM240101 PF/375 FA/213

Homep cepun mpousBoauTes

ADC:

FP Manufacturer API Batch

QUnDErY FERA00404 FENA04837 FENR04553

API Manufactured by & country
/

IIpoussoautens A®C, crpana:

Solara Active Pharma
Sciences Limited, India /
Conapa OktuB ®apma
Caitencuz Jlumuren,
Huaus

R.L. Fine Chem Pvt. Ltd., India

/

P. J1. ®aitn Kem IleT. JiTA.,

Hnnus

R.L. Fine Chem Pvt. Ltd.,
India /

P. JI. ®aiin Kem IlsT. JITA.,
Hupns

Remarks : The Product confirms to ND /
Ipumeuanue: [MponykT cooTBercTRyeT TpeboBanusam HJI

Conclusion : APPROVED /
3akaiouenune: OJJOGPEHO

Prepared by /
Tloarorosneno: Santosh Kumar

Maurya %’

Checked by /
ITposepeHo: Pardeep Kumar

-

Approved by: Manager / Executive /
Onobpeno: Meuemxep / Pykosonurens

Amit Kumar

Reprint Date /
Hara: 29.09.2024

Reprint Date /
Hata: 29.09.2024

Reprint Date /

A=
¥

Jara: 29.09.2024

Registered Office: € 2 337, Noad No. 3, Banjora Lillg, 1iydcrabnd 500034, Telangana, india
Tel: +61 40 4960 2800, Fax: +51 40 4900 2998, Ernail: inaii@drreddys.com
CIN; L851935AP1984PLCO04507

wyavw, direddys.com




