Qe
Dr.Reddy’s ‘,‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel . +91 98166 E2001-02
www.drreddys.coim

Product : Novigan, film-coated tablets
INponykt: Hosuras®, Tabaerku, nokpuiThie MJEHOUHOI 060J104KOi

Market / PeiHOK : Russia / Poccus

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

Cepus Ne & V2500417 Pasmep cepuu * 1200000 Ta6

Analytical Repovrt No./ . 890001800800 Date of Analysis / . 28.03.2025
AHanuTHyecKHit oTdeT Ne JaTta ananusza

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2030

JlaTta npou3BojcTBa I'ogen no

Mfg. License No. /

ITpouseoacrBeHHast : MNB/05/263 MA number: / Homep PY  : JITII-Ne(005665)-(PT-RU)
JInueH3usa Ne

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

Page 1 of 10/ Crp. 1 u3 10

Ne Test / [loka3zaTens Result / PesyabTaTsl Specification / Hopma
1 Description / White round biconvex film-coated tablets | White round biconvex film-coated tablets
Onncanne debossed with NOVIGAN on one side. On | debossed with NOVIGAN on one side. On a
a cross section white core. / Kpyrnbie | cross section white to off-white core. /
JNBOSIKOBBIMYKJIBle TabneTKH, NOKpeiTele | Kpyriable — JABOSKOBBUTYKIBbIE — TabneTKH,
TUIEHOYHOM 060s0uKoii Oesloro 1BeTa, ¢ | MOKPBITBIE [UIEHOYHOH o6onoukoi Genoro
TucHeHneM NOVIGAN na oxgHoit cropone. | uBera, ¢ TUcHeHHeM NOVIGAN Ha ogHo#
Ha nonepeunoM paz3pese sapo Oemoro | cropoHe. Ha momepedHoM paspese sapo OT
LBera. 6esoro 1o nmoutH 6enoro LUBera.
2 Identification / ITloganuHocTh
2a Ibuprofen / Complies as prescribed / CoorercTByer The retention time of the main peak on the
Hbynpoden chromatogram of test solution should

correspond to the retention time of the main
peak on the chromatogram of ibuprofen
standard solution (section Assay). / Bpewms
YOCPAMBAHMA ~ OCHOBHOTO  MHKA A
XpomarorpamMme MCIBITYEMOTO  pacTBoOpa
IOJDKHO COOTBETCTBOBATb BpEMEHHU
yIEpXUBAaHUS  OCHOBHOTO  [IMKa  Ha
XpOMATOrpaMMe  pacTBopa CTaHJApTHOIO

Remarks : The Product confirms to ND /
ITpumeuanue: IlpoaykT cooTBeTcTBYeT Tpeboranusam HJ|

Conclusion : APPROVED /
3akmouyenne: OJOBPEHO

Prepared by / HloarorosnieHo:

Santosh Kumar Maurya %

Checked by /
IpoeepeHo: Pardeep Kumar

- =

N

Approved by: Manager / Executive /
Onobpeno: Menemxep / Pykosonurtens Amit Kumar

L
N~

Reprint Date /
JHara: 30.03.2025

Reprint Date /_
Jara: 30.03.2025

Reprint Date / v
Hara: 30.03.2025

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 98165 5600102

www.drreddys.com

Product : Novigan, film-coated tablets
IMpoaykr: Hopuran”, TadieTkn, NOKPbITHIe MIEHOYHOI 060J104KOii

Market / PoiHOK : Russia / Poccus

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

Cepusi No h V2S00417 Pazmep cepun * 1200000 Tab

Analytical Repourt No./ . 890001800800 Date of Analysis / . 28.03.2025
AHanuTHYecKni oTyeT Ne JaTa ananansa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2030

Jata npou3BoacTBa T'ogen g0

Mfg. License No. /

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

Analysis performed according ND No. / Ananus nposexen no H Ne: JIII-Ne(005665)-(PT'-RU)-100624

Page 2 of 10/ Ctp. 2 u3 10

obpazna ubynpodena (pazmen

«KonnuecTBeHHOE OTNIPENEITICHUED).

Opomun

2b Pitofenone
hydrochloride and
fenpiverinium
bromide /
IMurodeHoHa
THAPOXJIOPU U
¢beHnurepuHUs

Complies as prescribed / CooTBeTcTBYET

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) / Bpemena
yOEpXHUBaHMS  OCHOBHBIX  IHKOB  Ha
XpOMAarorpamme UCHBITYEMOro  pacTBOpa
JOJDKHBI COOTBETCTBOBATb BpeMeHaMm
yIEPXUBAHHS OCHOBHBIX MHUKOB MUTOGEHOHA
ruapoxyopuaa 4 deHnueepuHus 6poMuaa Ha
XpoMmarorpamMMe CTaHAapTHOTO  pacTBopa
(pasgen «KonmnuecTBEHHOE ONpeaeieHue»)

3 Average weight /
Cpeansis Macca
TabJeTKku

568.3 mg/ 568.3 Mr

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

Remarks : The Product confirms to ND /
Hpumeuanne: I[IpoaykT cooTBeTcTBYET Tpeboanusm HJ|

Conclusion : APPROVED /
3aknwouyenune: OJOBPEHO

Prepared by / IToaroroeneHo: Checked by / Approved by: Manager / Executive /
Santosh Kumar Maurya IIposepeno: Pardeep Kumar Ono6peno: Menemxkep / Pykoponutens Amit Kumar
{ _ r‘ B .
eriee— L I/\i =
Reprint Date / Reprint Date / Reprint Date/
Jara: 30.03.2025 Jlata: 30.03.2025 JHara: 30.03.2025

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

CIN: L85195AP1984PLC004507
www.drreddys.com




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

DI'. Reddy,s ‘... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, iNDIA

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

[Product : Novigan, film-coated tablets
| Mpoaywr: Hoguran”, TabjaeTkH, OKPLITLIE IEHOYHOH 000104KO

Market / PoiHoK : Russia / Poccus

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

Cepus Ne = V250041 Pasmep cepun * 1200000 Ta6

Analytical Repovrt No./ . 890001800800 Date of Analysis / . 28.03.2025
AHanuTHyecknii oTyer Ne JaTa aHaau3a o
Date of Manufacture / . 02/2026 Date of Expiry / . 01/2030

JlaTa npon3BoACTBA I'ogen no

Mfg. License No. /

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

Analysis performed according ND No. / Anaun3 nposefex o HJ Ne: JITI-Ne(005665)-(PI"-RU)-100624

Page 3 of 10/ Ctp. 3 m3 10

4 Disintegration / 03 min 30 sec / 03 muH 30 cex Not more than 30 min / He 6onee 30 mux
Pacmagaemoctn
5 Dissolution / PacTBopenne
a) Ibuprofen/ 101 %, 102 %, 104 %, 103 %, 103 %, 103 % | Not less than 70 % (Q) of labeled amount of
Hbynpoden ibuprofen (Ci3H;30-) is dissolved in

30 minutes. / He menee 70 % (Q) ot
HOMMHAJIBHOTO cofepkanus nbynpodena
(C13H1530:) momxHO pacTBOpUTECS 3a 30 MUH.

b) Pitofenone 103 %,104 %, 103 %, 102%, 102 %, 101 % | Not less than 75 % (Q) of the labeled amount
hydrochloride / of pitofenone hydrochloride
IMutodeHoHa (C22H>sNO4HCI) dissolved in 30 minutes. /
THIPOXIOPUL He wmenee 75% (Q) OT HOMHHAIbHOrO

conepxanuss nUTO(EHOHa T'MAPOXJIOpHUAA
(C22H2sNO4-HCl) momxHO pacTBOPHMTHCS 3a

30 MuH.
6 Related substances / PoacTBeHHBIE IpUMecH
Remarks : The Product confirms to ND / Conclusion : APPROVED /
Ilpumeuanne: [IpogykT coorBeTcTBYET Tpeboanusam HJI 3axawyenue: OJJOBPEHO
Prepared by / IloarotoeneHo: Checked by / Approved by: Manager / Executive /
Santosh Kumar Mauryil%, ITposepeno: Pardeep Kumar Ono6peno: Menemxkep / Pykoponurens Amit Kumar
[ s
ol s
Reprint Date / Reprint Date / Reprint Date/ i
Hara: 30.03.2025 Jara: 30.03.2025 JHara: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@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

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

- -
Product : Novigan, film-coated tablets
Mponyxr: Hosuran®, taéierkn, noKpLIThIE IIEHOYHOI 060104KOii

Market / PuiHok : Russia / Poccus

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

Cepus Ne & V2500417 Pasmep cepun " 1200000 ta6

Analytical Repovrt No./ . 890001800800 Date of Analysis / . 28.03.2025
AHanuTUYecKHH oTueT Ne Mlara ananu3za

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2030

Jara npousBoacTBa T'ogen o

Mfg. License No. /

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

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

Page 4 of 10 / Crp. 4 u3 10

Any single impurity /
JIrobas eguHUYHAA
NpUMECH

Below BDL / Huxe nopora peructpaili Not more than 0.3 % /

' He 60iee 0,3 %

F

Total impurities /
Cymma npumecei

Below BDL / Hixe mopora perucTpanmiu | Not more than 0.7 % /

He 6onee 0,7 %

7 Microbial purity / MukpoGuojoruuyeckasi 4ucTora

a) Total aerobic
microbial count /
Ob1ee yucio
a’pobHbIX
MHKpPOOPIraHH3MOB

NA

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

b) Total combined
yeasts and mould
count / Obuiee
YHCIIO APOMNIKEBBIX
H TIJIECHEBBIX
rpuboB

NA

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

Remarks : The Product confirms to ND /
Ipumeuanue: [Ipoaykt coorBercTByeT TpeboBaHusivM HIL

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Jlarta: 30.03.2025

Hara: 30.03.2025

Prepared by / [ToarorosneHo: Checked by / Approved by: Manager / Executive /
Santosh Kumar Maury?@’ [Iposepeno: Pardeep Kumar Ono6peno: Menemxkep / PykoBonurens Amit Kumar
Reprint Date / Reprint Date / Reprint Date /

JHara; 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +971 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLLC004507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel K +91 No1C-n CoenNng N

Juluo 5vuu..\. s
www.drreddys.com

Product : Novigan, film-coated tablets

Ipoaykr: Hopuran®, TabneTkn, NOKpbIThbIE MIeHOYHOH 060104UKO¥

Market / PeiHok : Russia / Poccus

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

Cepusn Ne NesLO Pa3zmep cepun * 1200000 Tab

Analytical Repovrt No./ . 890001800800 Date of Analysis / . 28.03.2025
AHaanTHYecKHil oTyeT Ne JlaTa ananusa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2030

JlaTa npousBoacTBa Topex g0

Mfg. License No. /

IIponssoacTBeHHAsN : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(005665)-(PI'-RU)
JHUeH3HA Ne

Analysis performed according ND No. / Auanus nposesen no HJ Ne: .JII'ITN_'(005665)-(PF-RU)-100624

Page 5 of 10/ Ctp. 5 u3 10

¢) E. coli NA Shall be absent in 1g /
JIOMKHBI OTCYTCTBOBATh B 1 T
8 Uniformity of dosage units of / OAHOpoABOCTEL A03MPOBAHUS
Tbuprofen / 1.2 Acceptance value (AV) should be not more
Hbynpoden than 15.0. / Tlokazatens npuemnemoctu (AV)
JnomxkeH ObITh He Gonee 15,0
Pitofenone 3.7 Acceptance value (AV) should be not more
hydrochloride / than 15.0. / IlokasaTtens npuemnemoctu (AV)
IMurogenona JoipkeH 6bITh He Gonee 15,0
CUAPOXJIOPHA
Fenpiverinium 33 Acceptance value (AV) should be not more
bromide / than 15.0. / [Tokazatens npuemneMocTd (AV)
DeHMUBEPUHUS nokeH 6biTh He Gonee 15,0
6pomuzn
9 Assay / KosinuecTBeHHoe onpeaeaene
Ibuprofen / 400.9 mg / 400.9 mr From 384.0 to 416.0 mg of Ci3H;30-
Hbympoden (ibuprofen) per tablet. /

Remarks : The Product confirms to ND /

Ipumeyanue: [Iponykt cooTsercTBYeT Tpeboranuam HJL

Conclusion : APPROVED /
3akmwouenue: OJJOBPEHO

Prepared by / ITonroroeneHo: Checked by / Approved by: Manager / Executive /
Santosh Kumar Maury{g IIporepeno: Pardeep Kumar Onobpeno: Menemkep / Pykosoautens Amit Kumar
9% o

Reprint Date /
Jata: 30.03.2025

Reprint Date /
Hara: 30.03.2025

Reprint Date / v
Jara: 30.03.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98168 SCGCL-2C

P L UL LW I
www.drreddys.com

Product : Novigan, film-coated tablets

Ipoayxr: Hopuran®, Ta61eTkH, NOKpbIThIE IJIEHOUHOI 060J10UKOkH

Market / PoiHok : Russia/ Poccus

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

Cepus Ne el Pa3mep cepun * 1200000 Ta6

Analytical Repovrt Neo./ . 890001800800 Date of Analysis / . 28.03.2025
AHaJuTHYecKHii oTueT Ne JlaTa anaausa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2030

JlaTa npou3sBoacTBa T'ogen g0

Mfg. License No./

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

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

Page 6 of 10/ Ctp. 6 u3 10

Ot 384,0 10 416,0 mr C3H;302 (ubynpoden)
B Tabnetke.
Pitofenone 4.994 mg / 4.994 mr From 4.5 to 5.5 mg of C>2HxsNO4-HCI
hydrochloride / (pitofenone hydrochloride) per tablet. /
IMurodeHoHa Ot 4,5 1o 5,5 mr C2xHasNO4-HCl
TUIPOXJIOpUL, (nuTodeHoHa rumpoxiopua) B Tabnetke.
Fenpiverinium 0.0998 mg / 0.0998 mr From 0.09 to 0.11 mg of C22H29BrN-O
bromide / (fenpiverinium bromide) per tablet.
OeHNMMBEpHHUA Ot 0,09 10 0,11 mMr C22Ha9BrN-O
H6pomun (pennusepunus 6pomun) B Tabnerke.

Remarks : The Product confirms to ND /
IIpumeuanne: IIpogykr cootBeTcTBYET Tpebosanusam HII

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / [ToarorosneHo:

Santosh Kumar Maurya %

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager / Executive /
Ono6peno: Menemxep / Pyxkoponurens Amit Kumar

i

Reprint Date /
Hara: 30.03.2025

Reprint Date /

JHara: 30.03.2025

Reprint Date /
Jarta: 30.03.2025

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Qe
Dr.Reddy’s ‘,’.‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 55001-02

www.drreddys.com

Product : Novigan, film-coated

tablets

Hpoayxr: Houran®, Ta61eTku, NOKpPHITHIE MJIEHOYHOH 000/104KO

Market / PoiHOK : Russia / Poccus

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

Cepusi N § V2500417 Pasmep cepin * 1200000 tab6

Analytical Repourt No./ . 890001800800 Date of Analysis / . 28.03.2025
AHanHTHYeCKHil oTHeT Ne JaTa ananausa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2030

JlaTa npon3BoAcTEA T'ogen o

Mfg. License No./

HponssBoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JITI-Ne(005665)-(PT-RU)
JuneH3ust Ne

Analysis performed according ND No. / Anaan3 nposeaen no H/L Ne: JITI-Ne(005665)-(PT-RU)-100624

Page 7 0of 10/ Crp. 7 u3 10

10 Package /
Ynakoeka

10 tablets in a aluminum foil laminated with
oriented polyamide and polyvinyl chloride /
aluminum foil blister. 2 blisters and patient
information leaflet in a carton pack. / ITo 10
TabneTok B Onvcrtep U3 ATFOMUHHEBOM
doneru, JIAMHUHHPOBaHHON
OpHEHTHPOBAHHBIM MOJMAMUIOM "
TIONTUBUHHMIXJIOPHIOM/aNtOMHHHEBOH
doneru. Ilo 2 6muctepa ¢ UHCTpYKUMEH MO
NPUMEHEHHIO B 24Ky KapTOHHYIO.

10tablets 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 Tabnerok B 6nucrep u3
NONUBUHUIXJIOPUAHOMN THIEHKH/aJIFOMUHHEBOH
donsrn unu B 6amMcTep M3 ANHOMHHUEBON
¢oNBrY, TAMUHHPOBAHHONH OPHEHTHPOBAHHBIM
NoMMaMHAOM U
MOJMBHHUIXIOPHAOM/amOMHHIEBOH donbry.
Tlo 1 unu 2 6aucrepa ¢ MHCTPYKUMEH IO
NPUMEHEHHIO B MAaYKy KapTOHHYIO.

11 Labeling / Complies as prescribed /| According to ND/
MapkupoBka CooTBeTcTBYET TpeOOBAHUAM B cooteercTBUM ¢ H]]

12 Storage condltlons / | Al lemperatuie beluw 25°C / Tlpn temucpai ype ne soiue 25 °C.
XpaHeHnue

13 Shelf life / Cpox S years / 5 met
rOIHOCTH

Remarks : The Product confirms to ND /
Ipumeuanne: [TpoaykT cooteTcTBYET TpeboBanuam H

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / IToarorossieHo: Checked by / Approved by: Manager / Executive /

Santosh Kumar Maurya ' IpoeepeHo: Pardeep Kumar Ono6peno: MeHemkep / Pykosonutens Amit Kumar
Reprint Date / Reprint Date / Reprint Date / \ '

Jara: 30_.03.2025 Jara: 30.03.2025 Jara: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@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 5600L-C2
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product : Novigan, film-coated tablets

Hpoayxr: Hosnran®, TabiieTkn, MOKPLITHIE NJIEHOYHOI 060104 KO

Market / PoiHok : Russia / Poccust

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

Cepus Ne e Pazmep cepun * 1200000 126

Analytical Repovrt No./ . 890001800800 Date of Analysis / . 28.03.2025
AHandTHYeCKH oTueT Ne JaTa aHaau3a

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2030

JlaTa nNpou3BOACTBA T'ogen go -
Mfg. License No. /

IIpou3BoacTeeHHan : MNB/05/263 MA number: / Homep PY : JIII-Ne(005665)-(PT-RU)
auueH3us Ne

Analysis performed according ND No. / Ananu3 nposenen no H/I Ne: JIT-Ne(005665)-(PT-RU)-100624

Page 8 0of 10/ Ctp. 8 n3 10

API name / naumenoBanne ADC: H6ynpoden IMurodenon dennuBepuHUs GpomMu,
INN / MHH: Ibuprofen Pitofenone Fenpiverinium bromide
API manufacturer batch number /

1201/23/A-0575, PF/375 FA/213

Homep cepun npoM3BoaUTES
ADC:

1201/23/A-0582

FP Manufacturer API Batch

number / FEQAQO0085,
Homep cepun cyGeTaHumu FEQA00087 FENA04837 FENRO04553
npousBoauTens I'JID:

OL Chemicals and R.L. Fine Chem Pvt. Ltd.,

Pharmaccuticals Ltd., |R.L. Finc Chem Pvt. Ltd., India /

. » . ! in/
R oL, - COATTEh India / IOJI Kemukanc P. JI. daitn Kem IBT. JITA,, " iy
IIpoussoautenn APC, crpana: P. JI. ®ain Kewm IlBT. JITA.,

aua apmachrOTHKAIC Wnnnsa
Uupus
JItn., Unpus

Remarks : The Product confirms to ND / Conclusion : APPROVED /
Ipumeuanue: Ipoaykr coorseTcTByeT TpeboraHusaM HJI 3akaouyenne: OJJOBPEHO
Prepared by / IToarotrosneHo: Checked by / Approved by: Manager / Executive /
Santosh Kumar Maurya ,- IpoeepeHo: Pardeep Kumar Ono6peno: Menemxep / Pykosoaurens Amit Kumar

2 n L

‘@ &/,{ |I\_- }

Reprint Date / Reprint Date / Reprint Date / .
JHara: 30.03.2025 Jara: 30.03.2025 Jlata: 30.03.2025
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Novigan, film-coated tablets
IMpoaykr: Hopuran®, rabaerkn, NOKpbIThIE M1EHOUHOI 060/104K0i#i

Market / PbiHOK : Russia/ Poccus

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

Cepus Ne A NESODE Pasmep cepun * 1200000 ta6

Analytical Repovrt No./ . 890001800800 Date of Analysis / . 28.03.2025
AnanuTndeckuii oTder Ne JaTa ananiusa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2030

Jlata npon3BOACTBA Togen g0

Mfg. License No. /

MpoussoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JII-Ne(005665)-(PT-RU)
JHUeH3us Ne

Analysis performed according ND No. / Anaan3s npogexen no HJI Ne: JIIT-Ne(005665)-(PT'-RU)-100624
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Name, address, authorization No
for FP manufacturing site / Control
site / Release site /

HaumeHoBaHuUe, aapec H HOMep
JIMOEH3HHU MJIOLIATKH,
ocyliecTBsIIOLIeH
NMPOH3BOACTBEO/KOHTPOJIbL
KayecTBa/Boinyck ['JID

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

(License No MNB/05/263) /

[MpoussoncTeeHHoe NoapasneneHne-6, Bumn. Kxons, Hanarapx Poyn, banau, Juctpukt

Conan, X.I1., 1

73205, Uunus (JTuuenzus Ne MNB/05/263)

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. 02 September 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».

Remarks : The Product confirms to ND /
Ipumeuanne: [IpoaykT coorseTcTBYET Tpebosanusam HJI

Conclusion : APPROVED /
3akniouenne: OJJOBPEHO

Prepared by / TloaroroeneHo:

Santosh Kumar Maurya @/

Checked by /
IIpoBepeno: Pardeep Kumar

Approved by: Manager / Executive /
Ono6peHo: Menemxep / Pykopoautens Amit Kumar
, L

LY

Reprint Date /
JHara: 30.03.2025

Reprint Date /
Hata: 30.03.2025

v

Reprint Date /
Jara: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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DI'. Reddy’s ‘.o. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98165 5eCC1 o2

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHD®UKAT AHAJIU3A

Product : Novigan, film-coated tablets
Hpoaykr: Hopuran®, TabjeTku, HoKpbITHIE MVIEHOYHOH 000104KOMH

Market / Poidok : Russia / Pocens

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

Cepusa Ne = Y200 Pazmep cepun * 1200000 a6

Analytical Repovrt No./ . 890001800800 Date of Analysis / . 28.03.2025

AHanuTHYecKHi oTyeT No JlaTa anaJaunsa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2030

JlaTa npon3BoAcTBa I'oaen go o
Mfg. License No. /

IIpousBoacTBeHHAS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(005665)-(PI'-RU)
JHIeH3us Ne

Analysis performed according ND No. / Anaaus nposener no HJI Ne: JITI-No(005665)-(PT-RU)-100624

Page 10 of 10/ Ctp. 10 u3
10

3ak/04eHHe O COOTBETCTBHH: HacToSIMM s MOATBEPXKIAIO, YTO MPUBEACHHAS BbIIE HHGOPMALKMA ABJISETCA
JIOCTOBEPHON ¥ TOYHOM. DTa cepusi MPOXYKLMH NPOU3BEAeHa (BKIIIOYasl yNaKOBKy (MapKMPOBKY) U KOHTPOJIb KayecTBa)
Ha BBILIEYKA3aHHOM MPOM3BOACTBEHHON MiomanKke (IOIaaAKax) B MOJHOM COOTBETCTBHH ¢ TpeboBaHusAMH [Ipasin
HajJIexallel NPou3BOACTBEHHOM TpakTHKK EBpasuiickoro skoHoMu4eckoro corosa (Ne GMP/EAEU/RU/00554-2022 ot
02 centsabps 2022) u TpeOoBaHUAMH KOHTPOJIA KadecTBa JICKAPCTBEHHBIX CPEACTB, a TaKkKe B COOTBETCTBUH CO
crenyHKALHSIMHE, COAEPXKALIAMKCS B PErHCTPALUOHHOM 0ChE CTPaHbI-UMIIOpPTEPA. 3AMKCH 110 NPOU3BOJICTBY, YNAKOBKE
M aHanM3y NPOBEPEeHbl, ¥ YCTAHOBJIEHO HMX COOTBeTCTBHE TpeOoBaHuaM IlpaBun Haanexamiedl NpPOU3BOJACTBEHHOM
npakTuki EBpasuiickoro sSKkOHOMUUYECKOro COI03a».

Remarks : The Product confirms to ND / Conclusion : APPROVED /
Ipumeuanne: IIpoayxr cooteercTayeT Tpedosanusam HJL 3akmouenne: OJOBPEHO
Prepared by / Iloarorosneno: Checked by / Approved by: Manager / Executive /
Santosh Kumar Maurya | IpoeepeHo: Pardeep Kumar Ono6peno: Menemkep / Pykosomurens Amit Kumar
e 5 L
— L__——— /\/‘ ..//
Reprint Date / Reprint Date / Reprint Date / V¥
Jara: 30.03.2025 JHara: 30.03.2025 Jlarta: 30.03.2025
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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