Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Product: Novigan, film-coated tablets
Mponykr: HoBuran®, Ta6aeTkn, NOKpbITHIE MJIEHOUHOI 0G010uKOii

Market / PbiHOK

: Russia / Poccus

Batch No. / . Batch Quantity / 1200000 tab /

Cepust Ne * V2200419 Pa3zmep cepnu © 1200000 tab

Analytical Repovrt No./ . 890001800779 Date of Analysis / . 31.03.2025
AHajauTHyeckuii oTyer No JlaTa ananusa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2030

Jara nponspoacTea Togen no

Mfg. License No./

IpousBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(005665)-(PT-RU)

JauueH3ua No

Analysis performed according ND No. / Anaaus nposesed o H/L Ne: JIII-Ne(005665)-(PI'-RU)-100624

Page 1 of 8/ Crp.1u3 8

No Test / ITokazaTennb Result / PesyabTaThl Specification / Hopma
1 Description / White round biconvex film-coated tablets | White round biconvex film-coated tablets debossed
OnucaHue debossed with NOVIGAN on one side. On | with NOVIGAN on one side. On a cross section
a cross section white core. / Kpyrmwie | white to  off-white core. /  Kpyrnwe
JBOSAKOBBIMYKJIblE TAONETKH, TMOKPHITHIE | JBOSKOBBLIMYKIIEIE TabIeTKH, MOKPBITHIE
IeHouHOH obonoukoii Oeyoro LBeTa, C fneHo4yHoit  obonoukoit  Gemoro  uBera, C
tucreHnem NOVIGAN Ha onuoit cropore. | TucHeHuem NOVIGAN na opHoii cropone. Ha
Ha nonepeuHoM paspese sapo 0Gemoro | MOMepedHOM paspese AApO OT Oeloro A0 MOYTH
LBeTa. 6eJioro LBeTa.
2 Identification / [ToanuHHOCTB
2a | Ibuprofen/ The retention time of the main peak on the | The retention time of the main peak on the
H6ynpodeH chromatogram of test solution corresponds | chromatogram of test solution should correspond to

to the retention time of the main peak on the
chromatogram of ibuprofen standard
solution. / Bpems ynep>KMBaHHSA OCHOBHOTO
MUKA Ha XpOMaTorpaMMe HCIBITYEMOro
pacteopa COOTBETCTBYET BpEMEHH
YyOEPKUBAHUSA ~ OCHOBHOMO  MHKa  Ha
XpOMAaTOrpaMMe pacTBOpa CTaHAAPTHOTO
obpasua ubynpodeHa.

the retention time of the main peak on the
chromatogram of ibuprofen standard solution
(section Assay)./ Bpems yaep>xuBaHHst OCHOBHOTO
NYKa Ha XpPOMAaTOrpaMMe UCIHBITYEMOrO pacTBopa
JIOJPKHO COOTBETCTBOBATh BPEMEHU YAEPKHUBAHHUA
OCHOBHOTO MHKAa Ha XpOMaTorpaMMeé pacTBOpa
cranaprHoro obpasua ubynpodena (pasmen
«KoJIM4ecTBEHHOE OMpeaeTIeHHE).

Remarks : The Product confirms to ND /
IIpumeuanue: [Ipoaykt cooTseTcTBYeT TpeboBaHuam HJL

Conclusion : APPROVED /
3axaouenue: OJJOGPEHO

Prepared by /
IMonrorosieHo: Pravesh Ra

-~

Checked by /
IlposepeHo: Pardeep Kumar

Approved by: Manager / Executive /
Onob6peno: Menemxep / PykoBoautens

Amit Kumar A
/\f e

Reprint Date /
Jara: 14.07.2025

Reprint Date /

Jara: 14.07.2025

Reprint Date /
Hara: 14.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €&

Dr. Reddy's Laboratories Ltd.
Formulation 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

CEPTHOUKAT AHAJIU3A

Product: Novigan, film-coated tablets
Mpoaykr: Houran®, TabneTky, NoKpLITLIE MIEHOYHOI 060104KOj

Market / Prinok : Russia / Poccus

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

Cepus Ne 8 V2500416 Pasmep cepuu * 1200000 tab

Analytical Repourt No./ . 890001800779 Date of Analysis / . 31.03.2025
AHanuTH4yecKHi oTyer Ne JarTa ananuza

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2030

Jara npou3BoACTBa TI'ogen go

Mfg. License No./

ITpousBoacTBeHHasI : MNB/05/263 MA number: / Homep PY : JIII-Ne(005665)-(PI'-RU)

Juuen3us No

Analysis performed according ND No. / Auanus nposeaen no H/I Ne: JITI-Ne(005665)-(PI'-RU)-100624

Page 2 of 8/ Crp. 2 3 8

2b Pitofenone
hydrochloride and
fenpiverinium
bromide /
IMutodenoHa
THOPOXJIOPUA H
¢dbeunuBepuHus
6pomun

The retention times of the main peaks on the
chromatogram of test solution correspond to
the retention times of pitofenone
hydrochloride and fenpiverinium bromide
peaks on the chromatogram of standard
solution. / BpeMeHa ymep)KHUBaHUA
OCHOBHBIX [HKOB Ha XpOMaTOrpamme
WCIIBITYEMOTO PAaCTBOPa COOTBETCTBYIOT
BpEMEHaM YAEP)KHBAHUS OCHOBHBIX NMHMKOB
nurodeHona ruapoxIopuaa H
dbennuBepUHUL Opomuaa Ha
XpoMaTorpaMMe CTaHIApTHOTO PacTBOpa.

The retention times of the main peaks on the
chromatogram of test solution should correspond to
the retention times of pitofenone hydrochloride and
fenpiverinium bromide peaks on the chromatogram
of standard solution (section Assay). / BpemeHa
yAEpKUBAHNS OCHOBHBIX MHKOB Ha
XpOMaTOTPaMMe HCIIBITYEMOIO PacTBOpa AOMKHEI
COOTBETCTBOBATh BpeMeHaM yIAEep>KHBAHMUS
OCHOBHBIX TNHKOB MUTO(EHOHA IMAPOXJIOpHAA H
¢eunvBepriHua OpoMHIa Ha XpoOMarorpamme
CTaHapTHOTO pacTeopa (pazpmen
«KonuyecTBeHHOE ONPENCICHHE).

3 | Average weight /
Cpeansan macca
TabJeTKH

566.2 mg/ 566.2 mr

570.0 mg + 3 % (552.9 mg to 587.1 mg) /
570,0 mr = 3 % (ot 552,9 mr no 587,1 mr)

4 Disintegration /
Pacnagaemocthb

04 min 48 sec / 04 mun 48 cex

Not more than 30 min / He 6onee 30 muu

5 Dissolution / PacTeopenue

a) Ibuprofen/
H6ynpoden

Unit-1/ Tabn.-1 103 %

Unit-2 / Ta6n.-2 101 %

Not less than 70 % (Q) of labeled amount of
ibuprofen (C 3H;30,) is dissolved in 30 minutes. /
He menee 70 % (Q) 0T HOMMHATILHOTO COAEPXKaHHs

Remarks : The Product confirms to ND /
IIpumeuanne: ITpoaykr coorBercTByeT TpebosaHusam HJJ

Conclusion : APPROVED /
3axmwouenne: OJOBPEHO

Prepared by /
IMoarorosneHo: Pravesh Rana

Checked by /

/ IlpoeepeHo: Pardeep Kumar

Approved by: Manager / Executive /
OnobpeHo: MeHemxkep / PykoBoautens

Amit Kumar /
/\ g

Reprint Date /
Hara: 14.07.2025

Reprint Date /

Hara: 14.07.2025

Reprint Date /
Jara: 14.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s

\

Dr. Reddy's Laboratories Ltd.
Formulation 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

CEPTUOPUKAT AHAJIU3A

Product: Novigan, film-coated tablets
Mponykr: Hosuran®, Tabsierky, noKpbITLIE NAEHOYHOI 060104K0i

Market / PoiHok : Russia/ Poceust

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

Cepus Ne SVESOINIO Pa3smep cepun © 1200000 tab

Analytical Repourt No./ . 890001800779 Date of Analysis / . 31.03.2025
AHanuTHYecKHH oTueT No JlaTa anaau3za

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2030

JlaTa npous3BoacTBA Tonen ao

Mfg. License No. /

IpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(005665)-(PI™-RU)
Juuedsus Ne

Analysis performed according ND No. / Auanus nposegen no HJ Ne: JITI-Ne(005665)-(PI'-RU)-100624

Page3 of 8/ Crp.3 u3 8

Unit-3 / Ta6n.-3 103 % ubynpodena (C13H;302) noyKHO pacTBOpUThCS 32
Unit-4 / Tabr.-4 101 % 30 .

Unit-5 / Tabn.-5 102 %

Unit-6 / Tabn.-6 102 %

b) Pitofenone Unit-1/ Ta6n.-1 104 % Not less than 75 % (Q) of the labeled amount of
hydrochloride / - pitofenone  hydrochloride  (C22HxsNO4HCI)
[Mutodenona Unit-2 / Ta6ur.-2 I0Es dissolved in 30 minutes. / He menee 75 % (Q) ot
THAPOXJIOPUNL Unit-3 / Ta6un.-3 108 % HOMHHANBHOTO COmepIKaHus nuTodeHoHa

- - TMAPOXJOpUAA (C22H25NO4HCI) JIOJDKHO
Unit-4 / Tabn.-4 107 % pacTBOpUTECA 33 30 MHUH.
Unit-5 / Tabn.-5 107 %
Unit-6 / Tabn.-6 104 %
6 Related substances / PoacTBenHble IpuMecH

Any single impurity / Below BDL/ Huxe nopora perucTpaliu Not more than 0.3 % /

Jro6as enpHUYHas He 6onee 0,3 %

npuMech

Total impurities / Below BDL/ Hixe nopora perucrpanuu Not more than 0.7 % /

Cymma npumecei He 6onee 0,7 %

Remarks : The Product confirms to ND /
Hpumeuanne: I[poaykr coorBeTcTBYET TpeOoBaHusiM H]L

Conclusion : APPROVED /
3axaouenue: OJJOBPEHO

‘Prepared by /

TlogroroesneHo: Pravesh Rana

Checked by /
ITporepeno: Pardeep Kumar

Approved by: Manager / Executive /
OnobpeHo: Menemxep / Pykosoaurens

Reprint Date /
Hara: 14.07.2025

Reprint Date /

JHara: 14.07.2025

Amit Kumar /L
Reprint Date /

—
Jara: 14.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




@o Dr. Reddy's Laboratories Ltd.

’ ‘. Formulation Unit-6
Dr. Reddy S '. Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product: Novigan, film-coated tablets
Npoaykr: HoBuran®, Tabaerkun, nOKpbITHIE MIEHOYHOi 060104K0i

Market / PbiHOK : Russia / Poccus

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

Cepua Ne g MESDOEEG Pa3mep cepun © 1200000 Tab

Analytical Repovrt No./ . 890001800779 Date of Analysis / . 31.03.2025
AHaJINTHYeCKHIi oTueT Ne Jara ananausa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2030

JlaTa npoM3BOACTBA T'onen o

Mfg. License No. /

IlpousBoacTBeHHAN : MNB/05/263 MA number: / Homep PY : JITI-Ne(005665)-(PT-RU)
JuneH3us Ne

Analysis performed according ND No. / Anaans nposeaed mo HJ Ne: JII1-Ne(005665)-(PT'-RU)-100624

Page 4 of 8/ Crp. 413 8

7 Microbial purity* / MukpooHosorHueckas yuerora*

a) Total aerobic NA Not more than 10* CFU/g /
microbial count / He 6onee 103 KOE/r
Ob1uee yncio

a’pOGHBIX

MHKPOOPraHU3MOB

b) Total combined NA Not more than 10° CFU/g /
yeasts and mould He 6onee 10° KOE/r

count / O6uiee YHucIIo
JPOMOKEBBIX U
ILUIECHEBBIX TPUGOB

¢) E. coli NA Shall be absent in 1g/
JonxHel OTCyTCTBOBaTE B 1 T

8 | Uniformity of dosage units / O1HOpoAHOCTb A03HPOBAHHS

Tbuprofen / 1.7 Acceptance value (AV) should be not more than

Ubynpoden 15.0. / TlokazaTens npuemaemoctu (AV) nomxeH
OwiTh He Gonee 15,0

Pitofenone 4.5 Acceptance value (AV) should be not more than

hydrochloride / 15.0. / Tlokaszarens npuemiemMocty (AV) nomxeH

6bIThH He Oonee 15,0

Remarks : The Product confirms to ND / Conclusion : APPROVED /
Ipumeuanue: IlponykT coorBeTcTByeT TpeboBaHmsim HJT 3akmouenne: OJOBPEHO
Prepared by / - Checked by / Approved by: Manager / Executive /
[Moarorosneno: Pravesh Rana IIpoeepeHo: Pardeep Kumar OnobpeHo: MeHemxkep / PykoBonurens
Amit Kumar A
) 2 o
g pels

Reprint Date / Reprint Date / Reprint Date /
Harta: 14.07.2025 Hara: 14.07.2025 Hata: 14.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

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

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

Product: Novigan, film-coated tablets
Mpoayxr: Hosurau®, Tabuerku, HOKpbITHIE MIEHOYHOI 060104KOii

Market / PeiHOK : Russia / Pocenst

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

Cepus Ne | W2S0031G Pazmep cepuu © 1200000 Tab

Analytical Repo“rt No./ . 890001800779 Date of Analysis / . 31.03.2025
AHanuTndeckuii oryet No JlaTa ananunza

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2030

JlaTa npoM3BOACTBA T'oxen go

Mfg. License No. /

IIpousBoacTBeHHas! : MNB/05/263 MA number: / Homep PY  : JIII-Ne(005665)-(PT-RU)
nuueHsua Ne

Analysis performed according ND No. / Ananns nposeaen mo H 1 Ne: JITI-Ne(005665)-(PI'-RU)-100624

PageSof 8/Crp.5m3 8

IMurodeHoHa
CUAPOXJIOPHA
Fenpiverinium bromide 4.6 Acceptance value (AV) should be not more than
/ dennuBepyUHUs 15.0. / okazatens npueMnaeMocTd (AV) HomxeH
Hpomun 66T He Honee 15,0
9 | Assay/ KoJyinuecTBeHHOE oMnpeeieHHe
Ibuprofen / 400.6 mg / 400.6 mr From 384.0 to 416.0 mg of C3H;30:2 (ibuprofen)
HoympodeH per tablet. /
Ot 384,0 no 416,0 mr C13H 302 (ubynpoden) B
TabneTke.
Pitofenone 5.059 mg/ 5.059 mr From 4.5 to 5.5 mg of C2xHasNO4-HCI (pitofenone
hydrochloride / hydrochloride) per tablet. /
IMutodenona Ot 4,5 no 5,5 Mr CaxHasNO4-HCI (nurodeHoHa
TUAPOXJIOPHUA ruApoxNopua) B TabneTke.
Fenpiverinium 0.1004 mg / 0.1004 mr From 0.09 to 0.11 mg of C2xHxyBrN-O
bromide / (fenpiverinium bromide) per tablet.
deHnuBepUHUs Ot 0,09 10 0,11 Mr C2xH29BIN-O (dennusepunns
6pomun 6pomun) B TabreTKe.

Remarks : The Product confirms to ND /

Ipumeuanue: IIponyxt coorBeTcTByeT TpebopaHusam HJT

Conclusion : APPROVED /
3axmwyenue: OJIOBPEHO

Prepared by /

IMoarorosneHo: Pravesh Rana

Checked by /
IposepeHo: Pardeep Kumar

g

Approved by: Manager / Executive /
Ono6peHo: MeHemkep / Pykoroaurens
Amit Kumar A

M

Reprint Date /
Hara: 14.07.2025

Reprint Date /
Hara: 14.07.2025

Reprint Date /
Jara: 14.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Qf‘

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

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

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product: Novigan, film-coated tablets
Ipoayxr: Hoeurau®, Tadaerku, NoKpLITHIE IICHOYHOI 060J104KO#

Market / PoiHoK : Russia / Poccus

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

Cepus Ne F V2500416 Pa3mep cepuu * 1200000 Tab

Analytical Repourt No./ . 890001800779 Date of Analysis / . 31.03.2025
AHanuTHUYeCKHH oTueT Ne JlaTa ananusa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2030

JlaTa npou3BOACTBa Togex g0

Mfg. License No. /

IpouszsoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JITI-Ne(005665)-(PT'-RU)
JIHLEH3HSA Ne

Analysis performed according ND No. / Anaaus nposeaen mo HJ Ne: JITI-Ne(005665)-(PI'-RU)-100624

Page 6 of 8 / Crp. 6 u3 8

10 Package / Ynakoska

10 tablets in a aluminum foil laminated with
oriented polyamide and polyvinyl chloride /
aluminum foil blister. 1 blister and patient
information leaflet in a carton pack. / ITo 10
Tabnerok B OnucTep U3  aMIOMUHHEBOMR
domnbry, JaMHUHHUPOBAHHOT
OPHEHTHPOBAHHBIM MONMaMHIOM u
MOTMBUHUIXJIOPUAOM/2JTFOMUHHEBOM
¢oneru. ITo 1 6auctepy ¢ MHCTpYKUHEH MO
NMPHUMEHEHHIO B AUYKY KapTOHHYHO.

10 tablets in a polyvinyl chloride film/aluminum foil
blister or in a aluminum foil laminated with oriented
polyamide and polyvinyl chloride / aluminum foil
blister. 1 or 2 blisters and patient information leaflet
in a carton pack. / ITo 10 Tabnetok B 6nuctep u3
HOJIMBHHIIXJIOPUIHO! UICHKH/AITFOMHHHEBOH
¢doneru unu B Gnuctep U3 aNOMUHUEBOHN GONLTH,
JIaMUHUPOBAHHOH OPHEHTHPOBAHHBIM MOMUAMUIOM
U MONUMBUHUWIXIIOpHUAOM/amoMuHueroii ¢oneru. Io
1 unu 2 6nucrepa ¢ HHCTPYKUMEH MO MPUMEHEHHEO
B MauKy KapTOHHYIO.

11 Labeling /
Mapkupoeka

Complies as prescribed /
CootBercTBYET TpeOOBaHUAM

According to ND /
B cootBercTBUHM ¢ H/I

12 Storage conditions /
XpaHeHue

At temperature below 25°C / Ilpu Temnepatype He Bbitite 25 °C.

13 Shelf life / Cpox
TOXHOCTH

5 years/ 5 net

* - 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. /
* - [IpoBoanTes NpoH3BOJMTEIEM MPH BIMYCcKe MepHOAMUCCKH: A Kaxkaoii 20-oii cepnn nau He Menee 1 pasa B roa. Ilokasarens
MOKeT OBITh HE BK/IIOYEH B CePTHRHUKAT aHaN3a GUPMBI.

Remarks : The Product confirms to ND /
IIpumeuanune: Ilpoxykr coorsercTByeT TpeboBanusam HJ{

Conclusion : APPROVED /
3aknouenune: OJJOGPEHO

Prepared by /
[Noarortoeneno: Pravesh Rana

Checked by /
Tlpoeepeno: Pardeep Kumar

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

Amit Kumar /\

/

Reprint Date /
Hara: 14.07.2025

Reprint Date /
Jara: 14.07.2025

Reprint Date /
Hara: 14.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

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

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

Product: Novigan, film-coated tablets

Hpoaykr: Hosuran®, Ta6eTky, NOKPLITHIE IUIEHOYHOH 060304KOii

Market / PoiHok

: Russia / Poccus

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

Cepusa Ne S MESOMA1S Pasmep cepuu * 1200000 Ta6

Analytical Repourt No./ . 890001800779 Date of Analysis / . 31.03.2025
AHaauTH4YecKHii oTueT No JlaTa aHaJaK3a

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2030

JlaTa mpou3BoOACTBa I'ogen go

Mfg. License No. /

IpouseoacTeeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(005665)-(PI'-RU)
JIHLEeH3HA Ne

Analysis performed according ND No. / Auanus nposeaen no H/L Ne: JITI-Ne(005665)-(PT-RU)-100624

Page 7 of 8/ Ctp. T3 8

®ennuBepruHUs GpoMun /

API name / Haumenosanne ADC: HoynpodeH IMutodeHon s ) Dot
INN / MHH: Ibuprofen Pitofenone Fenpiverinium bromide
API manufacturer batch number /
Howmep cepuu Npou3BoaMTes 1201/23/A-0582 PF/375 FA/213
ADC:
FP Manufacturer API Batch
e FEQA00087 FENA04837 FENR04553
Homep cepun cyGcTaHuMH
npoussoautens [JID:
IOL Chemicals and .

Pharmaceuticals Ltd., R L Fine Chem Pvt. Ltd., India / ELEine Chc?m gats Eds
API Manufactured by & country / ) . India/

India / ©OJI Kemukanc P JI ®aiiu Kem IsT. JITH., .
IIpouszsoantens A®C, crpana: P JI daiin Kewm IlBT. JITR.,

sHa DapMaceOTHKANC Hupns

HWununs
JItn., Uspus

Name, address, authorization No
for FP manufacturing site / Control
site / Release site /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205, India

(License No MNB/05/263) /

Remarks : The Product confirms to ND /
Ipumeuanue: [Ipoaykt coorBeTcTBYET TpeboBaHnaM HJI

Conclusion : APPROVED/
3akmouenne: OJJOBPEHO

Prepared by /

IMoarorosneno: Pravesh Rana

Checked by /
INpoeepeno: Pardeep Kumar

<l

Approved by: Manager

Amit Kumar

/ Executive /

Onobpeno: Menemkep / Pykoroaurens

/\J

—

Reprint Date /
Jara: 14.07.2025

Reprint Date /
Jara: 14.07.2025

Reprint Date /
Hara: 14.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drred

dys.com




@ . Di. Reddy's Laboratories Ltd.
Dr. Reddy,s q... Formulation Unit-6
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Product: Novigan, film-coated tablets
Mpoaykr: Hoeuran®, Ta6eTku, NOKpBITHIE MIEHOYHO# 060/104K0i

Market / PeiHOK : Russia / Poccus

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

Cepus Ne  SVESOOES Pasmep cepuu * 1200000 Ta6

Analytical Repovrt No./ . 890001800779 Date of Analysis / . 31.03.2025
AHannTnvyecknii ordet Ne JlaTa aHanuza

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2030

JlaTa npou3BoACTBA T'ogen ao

Mfg. License No. /

IpoussoacreenHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(005665)-(PT-RU)
auueHzua Ne

Analysis performed according ND No. / Auaaus nposenen o HJ1 Ne: JITI-Ne(005665)-(PT-RU)-100624

Page 8 of 8 / Crp. 8 u3 8

HaumenoBaHHe, agpec U HoMep [TpoussoacTeenHoe noapasaeneHue-6, Bumn. Kxons, Hanarapx Poya, banam, nctpukr
JIHUEH3UH I0IAJKH, Conan, X.I1., 173205, Uaaus (JIuuenzus Ne MNB/05/263)
ocyiecTBJAOUIEH

NPOM3BOACTBO/KOHTPOJb
KauecTBa/Brinyck I'J1®

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance
with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt. 23 July 2022) and
requirements to the medicinal quality and with the specifications in the Marketing Authorization dossier of the importing
country. Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice of
the Eurasian Economic Union is established».

3akil0YeHHe 0 COOTBETCTBHH: HacTosiiuM S NOATBEPXkJAl0, YTO INPHUBEACHHAs BbILE HHOOPMaLUs ABJISETCH
JOCTOBEPHOM U TOYHOM. DTa cepus NPOAYKLMH Mpou3BeaeHa (BKIOYas ynakoBKy (MapKMpOBKY) U KOHTPOJb KayecTBa)
Ha Bbllileyka3aHHON MpOM3BOACTBEHHOM Moliaake (MIOIAAKaX) B IOJHOM COOTBETCTBMM ¢ TpebGopaHmamu Ilpasun
Hajiexaleil Npou3BOACTBEHHOM NpakTuky EBpasuiickoro skoHoMuueckoro cowsa (Ne GMP/EAEU/RU/00554-2022 ot
23 wmona 2022) u TpeOOBaHMAMU KOHTPOJNS KAauecTBA JIEKAPCTBEHHBIX CpEACTB, 4 TaKXe€ B COOTBETCTBHH CO
cneuubuKauysMu, COAEPKAIIUMUCS B PETHCTPAIMOHHOM JIOChE CTPaHbI-UMIIOpTepa. 3alkCH N0 POU3BOACTBY, YIIAKOBKE
U aHalM3y MpPOBEpPEHbl, U YCTAHOBJIEHO WX COOTBETCTBHE TpeOoBaHusAM IIpaBui Hajnexalleldl MpOM3BOICTBEHHOMN
npakTHku EBpasuiickoro 3kOHOMHYECKOTO COMH3a».

Remarks : The Product confirms to ND / Conclusion : APPROVED /
IIpumeuanue: ITpopykt coorsercTByeT Tpebopanusm HJJ 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
INoaroroBneHo: Pravesh Rana ITpoeepeHo: Pardeep Kumar OnobpeHno: Menemxep / Pykosoautens
Amit Kumar e

: —
Reprint Date / Reprint Date / Reprint Date /
Jara: 14.07.2025 Jara: 14.07.2025 Hara: 14.07.2025
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