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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Novigan, film-coated tablets -
Tpoaykr: Hopuran®, 7aliieTKH, IOKPLIThIE HIEHOUYHOH 000104KOi

Market / PbiHok : Russia/ Poccus

Batch No. / . Batch Quantity / . 12,00,000 tab /

Cepus Ne o i Pazmep cepun © 12,00,000 Tab
Analytical Repovrt No./ . 040003145426 Date of Analysis / . 27.10-2025
AHAJIMTHYECKHIT oTueT No JlaTta anaausa

Date of Manufacture / . 10/2025 Date of Expiry / . 09/2030

JlaTa npousBoacTBa T'ogeH 10

Mfg. License No. /

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

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

nuuensug Ne

Page 1 of 8/ Ctp. 1 n3 8

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. / Kpyrnbie | white to  off-white core. /  Kpyrnsie
ki IBOSAKOBBINYKIIbie TaGIETKH, IOKPHITBIE | JBOSKOBBIMYK/BIE TabneTky, HOKPBITHIE
Il MJIeHOYHOH o6onoukoii Oeyoro uBeTa, C [UIEHOYHOM  obonoukoii  OGenoro  nBera, ¢

THcHeHHeM NOVIGAN Ha onHo# cropore. | TucHeHHeM NOVIGAN Ha ogHo#i ctopone. Ha
Ha nonepeuHoM paspe3e sapo OeNoro | MomnepeyHoM paspese AApo OT OEnoro Ao NOYTH

LBETA. 6enoro upera.
2 | ldentification / HoaauunocThL
2a | Ibuprofen/ The retention time of the main peak on the | The retention time of the main peak on the
_ Hbynpoden chromatogram of test solution corresponds | chromatogram of test solution should correspond to
i to the retention time of the main peak on the | the retention time of the main peak on the

chromatogram of ibuprofen standard | chromatogram of ibuprofen standard solution
solution. / Bpems ynep)kiBaHus OCHOBHOTO | (section Assay)./ Bpems yaepxuBaHHs OCHOBHOTO
NUKA Ha XpOMaTOrpamMMe HCIBITYEMOro | IMHKa Ha XpoMaTorpaMMe HCIBITYEMOro pacTBOpa
pactBopa COOTBETCTBYET BpPEMEHH | JO/DKHO COOTBETCTBOBATh BPEMEHH yICPIKHBAHHS
yIEpXKHBaHWs  OCHOBHOTO IHKA HAa | OCHOBHOrO MHKAa Ha XpOMAarorpaMMe pacTBopa
XpoMaTorpaMMe pacTBOpa CTaHNApPTHOro | craHjapthoro obpasua ubynpodena (paszen

obpazua ubynpodeHa. «KonunuecTseHHOE onpeneneHues).
2b | Pitofenone The retention times of the main peaks onthe | The retention times of the main peaks on the
hydrochloride and chromatogram of test solution correspondto | chromatogram of test solution should correspond to
fenpiverinium the retention times of pitofenone | the retention times of pitofenone hydrochloride and
Remarks : The Product confirms to ND/ Conclusion f APPROVED /
Hpumeuanue: TpoaykT cooTBercTByeT Tpedosanusam HI | 3akaouenre: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
HoaroTorneno: [Mpoeepeto: Pardeep [poeepend (AOK): Onobpeno: Doecnetenne kaaecTsa/OTBETCTBEHHOE
Pravesh Rana Kumar Abhishek/Ghauhan f JIMLO: /
- x| L ,
<=.I.—:~ > - N R
Date / Date/ Date / Date / ] Y‘/]
Mara: 27.10.2025 Hara: 27.10.2025 Jara: 27.10.2025 Hara: L~ 277 [() '-'*07%('
¥ i .
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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 AHAJTU3A

Product : Novigan, film-coated tablets
Tipoayxr: Hopuran”, TaG/ieTKH, NOKPLIThIE IJIEHOYHO 000109K0i

Market / PoiHOK : Russia / Poccus

Batch No./ ) Batch Quantity / . 12,00,000 tab /

Cepus Ne §i M2o02U:5 Pa3zmep cepun © 12,00,000 Tab
Analytical Repourt No./ . 040003145426 Date of Analysis / . 27.10-2025
AHANUTHYECKHIL oTUeT No JlaTa anaau3za

Date of Manufacture / . 10/2025 Date of Expiry / . 09/2030

JlaTa NpoH3BOACTBA T'oxen g0

Mfg. License No. /

IIpon3zBoacTBeHHAsR : MNB/05/263 MA number: / Homep PY : JIII-Ne(005665)-(PT-RU)
anued3us Ne

Analysis performed according ND No. / Ananu3 nposened no HJ Ne: JITI-Ne(005665)-(PI'-RU)-100624

Page2of 8/ Crp.2 u3 8

bromide / hydrochloride and fenpiverinium bromide | fenpiverinium bromide peaks on the chromatogram
[TurodeHoHa peaks on the chromatogram of standard | of standard solution (section Assay). / BpemeHa
FHAPOXJIOPHL, K solution. / BpemeHa  yZAepKHMBaHUA | yHOEep)KHBaHHA OCHOBHBIX [IMKOB Ha
beHnuBepUHHUS OCHOBHBIX TMHMKOB HAa XpOMAarorpamMme | XpoMaTorpamMMe MCNbITYEMOro pacTBopa AO/KHEI
6pomun HCIOBITYEMOrO pacTBOpa COOTBETCTBYIOT | COOTBETCTBOBATh BpeMeHaM yIaep>KMBaHUS
BpEMEHaM yJepP>KUBAHUS OCHOBHBIX [HKOB | OCHOBHBIX IMKOB NMHUTO(EHOHA ruiapoxjopuia H
nutodeHoHa rUAPOXJIOpUAa W | dennuBepuHus OpoMuaa Ha XpOMaTorpamme
dheHMUBEpUHUS GpoMuna Ha | cTaHmapTHOro pacTBopa (pazmen
XpOMAaTorpamMMe CTaHIapTHOTO pacTBOpa. «KonuuecTBeHHOE OMpeneNeHNe).

3 Average weight / 567.4mg/ 5674 mr 570.0 mg + 3 % (552.9 mg to 587.1 mg) /
Cpeansisn macca 570,0 mr £ 3 % (ot 552,9 Mr no 587,1 mr)
TabJ1eTKH

4 Disintegration / 03 min 51 sec/ 03 mun 51 cex Not more than 30 min / He Gonee 30 muH R

Pacnapaemoctsb
—

5 Dissolution / PacTeopenue

a) Ibuprofen/
Hoéynpoden

Not less than 70 % (Q) of labeled amount of

ibuprofen (C,3H;30-) is dissolved in 30 minutes. /
He meHee 70 % (Q) oT HOMHHaNbLHOrO CoAepKaHUA

ubynpodena (Ci3His02) 10KHO pacTBOPUTHCS 32

30 MUH.

Unit-1 / Tabn.-1 99 %
Unit-2 / Tabn.-2 99 %
Unit-3 / Tabn.-3 102 %
Unit-4 / Tabn.-4 103 %
Unit-5 / Tabn.-5 102 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanme: INpoaykt cootrercTByeT Tpebosannam HIQ 3axnrwyenue: ONOBPEHO
Prepared by / Checked by / Chec kcq by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moarorosnerno: IMpoBepeHo: Pardeep Mporepesio (AOK): Onobpeno: ObecneueHne kauecTBa/OTBETCTBEHHOE
Pravesh Rana /[ Kumar Abhishgl Chauhan JIHLO!
— L S Cpnie KunRAp—
Date / Date / Date / Date / < . N
Hata: 27.10.2025 Hara: 27.10.2025 Jlara: 27.10.2025 Hara: midel P 1 10 oS

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product : Novigan, film-coated tablets
IMpoayxr: Hosurau®, Ta6aeTku, NOKPLITHIE MJIEHOUHOI 000,T0UKO# ©

Market / Poinok: : Russia/ Poccus

Batch No. / ] Batch Quantity / . 12,00,000 tab /

Cepust Ne s VR e Pa3mep cepun ©12,00,000 Tab
Analytical Repovrt No./ . 040003145426 Date of Analysis / . 27.10-2025
AHaJINTHYeCKHH oTueT Ne JaTa anaaunsa

Date of Manufacture / . 10/2025 Date of Expiry / . 09/2030

JlaTa mpou3BoOACTBA I'open o

Mfg. License No./

IIpou3BoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(005665)-(PI'-RU)
JuueH3us Ne

Ealysis performed according ND No. / Anaans nposeaeu no HJ Ne: JITI-Ne(005665)-(PI'-RU)-100624

Page30f8/Crp.3u3 8

Unit-6 / Tabn.-6 102 %

b) Pitofenone Unit-1/ Tabn.-1 100 % Not less than 75 % (Q) of the labeled amount of
hydrochloride / : = pitofenone  hydrochloride  (C22H>sNO4-HCI)
IMTurodeHona Dy lairg e dissolved in 30 minutes. / He menee 75 % (Q) ot
THAPOXNIOpHA Unit-3 / Tabn.-3 108 % HOMHHAJILHOIO CopeprKaHua nnTocbeHOHa

= — rUApOXJIOpHIA (C22HasNO4s-HCI) JIO/KHO
Unit-4 / Tabn.-4 106 % pacTBOpHUTLCS 3a 30 MuUR.
Unit-5 / Tabn.-5 104 %
Unit-6 / Tadn.-6 102 %
6 Related substances / PogcTeeHHbIe NpUMecH

Any single impurity / 0.04% Not more than 0.3 %/

JIobas enpHUYHaS He 6omnee 0,3 %

npUMech

Total impurities / 0.04% Not more than 0.7 % /

Cymma npumecei He 6omnee 0,7 %

7 Microbial purity* / MukpoGuosiorudeckasi yucrora®

a) Total acrobic NA Not more than 107 CFU/g /

microbial count / He Gonee 10° KOE/r
[ Oburee uneno

Remarks : The Product

confirms to ND/

Ipumeaanue: [poaykr coorserctyeT Tpedosanuam HII

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[Mogroropneno:

Checked by /
[Mposepeno: Pardeep

Checked\by (AQA)/
IMposepetio (AOK):

Approved by: Quality Assurance/Authorized person /
Opnodpeno: ObecrieueHue kauecTBa/OTBETCTBEHHOE

Pravesh Rana | Kumar ) AbhisheI Chauhan TTHLIO:
Date / Date / Date / Date / /_L ,\{ ) L
Tata: 27.10.2025 Jlata: 27.10.2025 Jlata: 27.10.2025 Tara: 1Y) 0- L0V

Reg

istered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Novigan, film

-coated-tablets -

Hpoaykr: Hosuran®, TadiieTku; NOKPbITHIE MI€HOYHON 060J104KOIH

Market / Poinok

: Russia / Poccus

Batch No./ \ Batch Quantity / . 12,00,000 tab /

Cepus No % V2502043 Pasmep ceprn * 12,00,000 a6
Analytical Repovrt No./ . 040003145426 Date of Analysis / . 27-10-2025
AnaguTHyecknii oTueT Ne JaTa aHanu3a

Date of Manufacture / . 10/2025 Date of Expiry/ . 09/2030

JlaTta npoH3BOACTBA T'ogen no

Mfg. License No. /

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

Analysis performed according ND No. / Anain3 nposeaexd no HJI Ne: JITI-Ne(005665)-(PI'-RU)-100624

Page 4 of 8 /Cip.4u3 8

a3pO6HBIX
MHKPOOpPTaHH3M

(9):]

JAPOMOKEBEIX U

b) Total combined
yeasts and mould
count / O61ee ynciIo

TUIECHERBIX FPHOOB

NA

Not more than 10> CFU/g /
He 6o0see 107 KOE/r

¢) E. coli

NA

Shall be absent in 1g/
HomxHb! oTcyTcTBOBaTH B 1 T

8 Uniformity of dosage units / OqHOPOAHOCTL 103HPOBAHHUSA

/ DeHnuBepuHU
6pomupn

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

Ubynpoden 15.0. / TokazaTens npuemiaeMoctd (AV) nomken
ObITE He Gontee 15,0

Pitofenone 4.0 Acceptance value (AV) should be not more than

hydrochloride / 15.0. / Ilokazartens npuemnemoct (AV) gomken

INutodenona 6erTE He 6onee 15,0

THAPOXIOPULL

Fenpiverinium bromide 5.0 Acceptan?e value (AV) should be not more than

15.0. / Ilokazarens npuemneMocTH (AV) nomxeH
6bITh He Gontee 15,0

9 Assay / KosinyecTBeHHoOe onpeejeHye

Remarks : The Product

confirms to ND/

IIpumeuanne: [Ipoaykt.cooTBercTByeT TpeboBanuam HJ

Conclusion : APPROVED /
3akmovenne: OJOBPEHO

Prepared by /

[Toaroroeaeno:
Pravesh Rana

Checked by /
IMposepeno: Pardeep
Kumar

Checked|by (AQA)/

[porepgro (AOK):

Abhishek Chauhan
I'l_\\_ ‘

——

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecrieuenne kauecTsa/OTBETCTBEHHOE
JIHLO.

Junie Kywne

Date /
Hara: 27.10.2025

Date /
Hara: 27.10.2025

Date /
Jara: 27.10.2025

Date /

G ERNTW Ve

Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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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

CEPTUDUKAT AHAJIM3A

Mpoavkr: Hosuran®, T

[Product : Novigan, film-coated tablets: -~~~ i<

a0J1eTKH, HOKPLITbIE IJIEHOYHOI 060/104K0#H

Market / Peinok

: Russia / Poccust

Batch No. / . Batch Quantity / . 12,00,000 tab /

Cepusa Ne Nl Pasmep cepun ©12,00,000 Tab
Analytical Repovrt No./ . 040003145426 Date of Analysis / . 27.10-2025
ABAJTHTHYECKHIT oTueT No JaTa aHanau3za

Date of Manufacture / . 10/2025 Date of Expiry / . 09/2030

JlaTa npou3BOACTBA T'oaeH a0

Mfg. License No./

IIpoy3BOACTBEHHAsA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(005665)-(PT-RU)
Junen3zus Ne

Analysis performed according ND No. / Anaans nposeaen no HJL Ne: JIH_-NQ(005665)-(PF -RU)-100624

Page Sof 8/ Crp.5m3 8

Ibuprofen / 398.4mg/398,4 mr From 384.0 to 416.0 mg of Ci3H30- (ibuprofen)
Hhynpoden per tablet. /
Ot 384,0 1o 416,0 mr C13H 302 (n6ynpoden) B
TabeTkKe.
Pitofenone 5.038 mg /5,038 mr From 4.5 to 5.5 mg of C2:H»sNO4-HCI (pitofenone
hydrochloride / hydrochloride) per tablet. /
[MurodeHoHa Or 4,5 n0 5,5 mr C2:H>sNO4HCI (nurodienona
THAPOXJIOPHL CUAPOXNOPHA) B TaONETKe.
Fenpiverinium 0.0985 mg / 0,0985 mr From 0.09 to 0.11 mg of CxHxBrN-O
bromide / (fenpiverinium bromide) per tablet.
®dennuBepunus Ot 0,09 no 0,11 Mr C22H29BrN>O (dennuBepynus
6pomup, 6pomun) B Tabnerke.

Remarks : The Product

confirms to ND/

Ipumeuanne: [ponykT coorBercTBYeT Tpedosanuam HJI

Conclusion : APPROVED /:
3akmouenue: OJOBPEHO .

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
Hoaroroeneno: [Mpoeepeno: Pardeep Hpnnepell (AOK): Onobpeno: ObecniedeHue KauecTBa/OTBETCTBEHHOE
Pravesh Rana Kumar Abhishek Chauhan HLO:

— |L SuNnie vuwmae
Date / Date / Date / Date / / ‘.-\,-’? ’
Jlara: 27.10.2025 Jlara: 27.10.2025 Jlara: 27.10.2025 Tata: SV 10 A0S

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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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

CEPTUOUKAT AHAJIU3A

Product : Novigan, film-coated tablets >~ -
HMpoaykr: Hosuran®, Ta6/erku, NOKpbITHIE MIEHOYHOI 060104 KOi

Market / Peinok : Russia / Poccus

Batch No./ . Batch Quantity / . 12,00,000 tab /

Cepus Ne : V2502043 Pa3mep cepun " 12,00,000 Tab
Analytical Repovrt No./ . 040003145426 Date of Analysis / . 97.10-2025
AHanuTHYeCKHIii oTueT No JlaTa ananusa

Date of Manufacture / . 10/2025 Date of Expiry / . 09/2030

JaTa npousBoACTBa TogeH ao

Mfg. License No. /

I[IpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(005665)-(PT-RU)
JIHueH3usA Ne

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

Page 6 of 8/ Crp. 63 8

10 tablets in a polyviny! 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 Ttabnerok B Gnuctep u3
NONTUBHHUIIXJIOPUAHOH TUTEHKY/aTiOMHUHHEBOM
doneru umit B 6GMHCTEp U3 aNOMHHHEBOIT QOJBIH,
JIAMWHHUPOBAHHON OPHEHTHPOBAHHBIM NOJIHAMHMAOM
U MOJIMBUHHIXJIOpUAOM/antoMmuuneBoit Goneru. Ilo
1 unu 2 Gnuctepa ¢ HHCTPYKLUMEH N0 NPHUMEHEHHIO
B MauKy KapTOHHYIO.

According to ND /
B cootBeTcTBHM ¢ HJT

10 | Package/ Ymaxoska | 10 tabletsin a aluminum foil laminated with
ariented palyamide and polyvinyl chloride /
aluminum foil blister. 2 blisters and patient
information leaflet in a carton pack. / TTo 10

| TabneTok B OaucTep U3 ATKOMHHHEBOU
# donery, JIaMHUHHMPOBaHHOM
OpHEHTHPOBAHHBIM MONMHAMHIOM H
MOJIUBUHUIIXJI0PHA0M/ TFOMMHHEBOI
¢donsru. Ilo 2 6nuctepa ¢ MHCTPYKUMEH TIO
HPUMEHEHHIO B MaYKy KapTOHHYIO.
11 | Labeling/ Complies as prescribed /
i MapxnpoBka CoorsercTByeT TpeOOBAaHHAM
| 12 Storage conditions / At temperature below 25°C / Ilpu Temneparype He Buiue 25 °C.
XpaHenne
13 Shelf life / Cpox 5 years /5 ner
rOAHOCTH

* - 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. /
* - [IpoBOANTCA NPOM3BOANTEEM MPH BLITYCKe MEPHOAHYECKH: ANs Kakaoii 20-oii cepun wam ne menee 1 pasa s roa. Iloxazaresns

MOzKeT ObLITh He BK/IOYEH B cepTHGUKAT aHANN3a QUPMBL.

Remarks : The Product confirms to ND/ :
[Ipnmeuanwue: [poaykr cooreeTcTBYET TpeboBaHHam HII |

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by /
[Moarorosnewo:
Pravesh Rana

Checked by /
[posepeno: Pardeep
Kumar

Checked by (AQA)/
Iposepepio (AOK):
Abhishek Chauhan

= ‘__

Approved by: Quality Assurance/Authorized person /
Ono6peno: Obecrieuenne kauectBa/OTBETCTBEHHOE
mHuo:

Aurrc Cunpre

Date /
Hara: 27.10.2025

Date /
Hata: 27.10.2025

Date /
Hara: 27.10.2025

Date /
Jara:

/LW) 210 L0V

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

www.drreddys.com




q..t Dr. Reddy's Laboratories Ltd.
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Formulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Novigan, film-coated tablets
“TIpoaykr: Hosurau", Tab/ieTkn, NOKPLITLIE IJEHOYHON 060/109KO -

Market / PuiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 12,00,000 tab /

Cepusi Ne i V2502043 Pa3smep cepuu © 12,00,000 Tab
Analytical Repovrt No./ . 040003145426 Date of Analysis/ . 27.10-2025
AHaNMTHYECKHTT oTUeT Ne JlaTa anaan3a

Date of Manufacture / . 10/2025 Date of Expiry / . 09/2030

Jlara npou3BOACTBA I'ogen go

Mfg. License No./

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

Analysis performed according ND No. / Anajns nposenen no H/1 Ne: JITI-Ne(005665)-(PT-RU)-100624

Page 7 of 8/ Ctp. Tu3 8

®dennuBeprnns 6pomMun /

API name / naumenoranue ADO(C: Hbynpocten TTutodeHon Fenpiverinium bromide
| INN / MHH: Ibuprofen Pitofenone Fenpiverinium bromide
b p

API manufacturer batch number /

Homep cepuu nponssoanTeis 211?31\1\//1[2255(())11?7‘;’ PF/225012 FA/224003

ADC:

FP Manufacturer API Batch

number / FESA00392, FESA00393 FESA00460 FERA00224

Homep cepuu cy6craHunu
npoussoauTensn ['JId:

Solara Active Pharma | p ¢ pie hem Pyt Ltd., India | R L Fine Chem Pvt. Ltd.
Sciences Limited, India / / ’

| API Manufactured by & country / Conapa Jkris dapma India /
| Ipoussoagutens A®C, cTpana: Caﬁe?Hcm H”Mmg P JI ®aiin Kewm IleT. JITO., P JI daiin Kewm IlsT. JITA.,
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Name, address, authorization No
for FP manufacturing site / Control Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205, India
site / Release site / (License No MNB/05/263) / _ ||
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoxykt coorsercrByet Tpedorannam HJI 3ararouenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
[Toarorosneno: , [Mporepeno: Pardeep IMpoeepefio (AOK): OnoGpeno: ObecneueHye kayectBa/OTBETCTBEHHOE
Pravesh Rana /' Kumar Abhishe JChauhan ” THLO:
J < ] URIL EUmAR e
Date / Date / Date / Date /
Jlara: 27.10.2025 Jlata: 27.10.2025 Jlata: 27.10.2025 Jlara: /4 w 07 )0-A0LS
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product :_Novigam film-coated tablets
Hpoayir: Hopnrau®, Ta6aeTKH, NOKPHIThIE MJIEHOYHOH 060JI0UKOii it o o
Market / Peinok - : Russia / Poccus
Batch No. / o Batch Quantity / - _12,00,000 tab /
Cepusi N ¥ V202043 Pasmep cepuu ° 12,00,000 Tab
Analytical Repo“rt No./ . 040003145426 Date of Analysis / . 27.10-2025
AHaauTH4eckuii oryeT Ne JaTta anaauza
Date of Manufacture / . 10/2025 Date of Expiry / . 09/2030
JlaTa npou3BoacTBa TI'open go
Mfg. License No. /
IIpousBoacTBeHHAst : MNB/05/263 MA number: / Homep PY : JITI-Ne(005665)-(PT-RU)
nauuen3usa Ne

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

Page 8 of § / C1p. 8 m3 8

HaumeHoBaHme, agpec U HOMep IIpouzBoacTBEHHOE Noapa3aeneHne-6, Buan. Kxons, Hanarapx Poya, Bagnu, IucTpHKT
MUIeH3UH MIOWALKH, Conan, X.I1., 173205, Muaua (JInuenzna Ne MNB/05/263)
ocyLIecTBJAsAIOUIeH

NPOH3BOACTBO/KOHTPOJIb

kavecrBa/Bbinyck I'JI@

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 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».

3aknioyeHue o cooTeBercTBuM: HacTosiupM S TOATBEPXAAK, 4YTO TNPHBEACHHAS BBIIIE HHQOpPMalLUs SBISETCA
JIOCTOBEPHON W TOUHOI. DTa cepusi MPOAYKLUNY NPOU3BeNeHA (BIJIFOUAs YIAKOBKY (MapKHPOBKY) U KOHTPOJIb KaueCTBa)
Ha BbIlEYKa3aHHOU MPOM3BOACTBEHHON IuIowanke (IJIOIIAAKaX) B IOJHOM COOTBETCTBHUHM ¢ TpebosasMsamu Ilpasun
HaZexalel npou3BoICTBEHHON NMpakTHKH EBpa3niickoro 3KoOHOMHYECKOT0 COKO3a U TPEOOBAHUAMH KOHTPOJIS KauecTBa
NIEKApCTBEHHBIX CPE/CTB, @ TAKKE B COOTBETCTBHH CO CMEUHOHKAUUIMH, COAEPXKAUMMHUCA B PETHCTPALMOHHOM J0CHE
CTpaHbI-UMIOpPTEPA. 3aMUCKH MO MPOU3BOACTBY, YNAaKOBKE M aHalU3y MPOBEPEHBI, H YCTAHOBIEHO HX COOTBETCTBHE
TpeboBanuaM [IpaBun Hafexallel NPOH3BOACTBEHHOH NpakTHKH EBpa3sHiickoro SkOHOMHYECKOTO COK3an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

[Tpsimeuanme: TIpoaykr cooreercrryeT TpebOBAHHAM HL[R 3axmouenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
HoaroroBneno: . [IposepeHo: Pardeep [Tpoeepepio (AOK): Omnobpeno: Obecneuenune kauectsa/OTBETCTBEHHOE
Pravesh Rana / Kumar Abhishel Chauhan/ nMLo:

Date / Date / Date / Date / /. —
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