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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIN3A

Product : Novigan, film-coated tablets
Ipoayxr: Hosuran®, Ta6aerku, n0KphIThie MIEHOYHOH 060J1049KO0M

Market / PeiHOK : Russia / Poccus

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

Cepus Ne %,V2202032 Pazmep cepun © 12,00,000 Ttabd

Analytical Repovrt No./ . 040003147199 Date of Analysis / . 27-10-2025

AHaJuTHYECKHI 0T4eT Ne - Jata ananu3a B ]
Date of Manufacture / . 10/2025 Date of Expiry / . 09/2030

[daTa npousBoacTBa - I'onen no

Mfg. License No. /

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

JIHUeH3Hsa Ne

Analysis performed according ND No. / Anasns nposeaen o H/1 No: JII-Ne(005665)-(PT-RU)-100624

Pagel of 9/Crp.1n3 9

hydrochloride and

chromatogram of test solution correspond to

Ne Test / Ilokasarensn Result / PesyabTaThl Specification / Hopma
1 Description / White round biconvex film-coated tablets | White round biconvex film-coated tablets debossed
Onucanne debossed with NOVIGAN on one side. On | with NOVIGAN on one side. On a cross section

a cross section white core. / Kpyrssie | whiteto off-white core. / Kpyrnsie nBosxoBsnykibic
IBOSKOBBINIYKJIBIC  TabneTku, MOKpeIThle | TabieTKu, MOKPHITHIE MIeHOUHOIT 060104Koil Georo
TUIeHo4YHOM obosioukoii ©enmoro npera, ¢ | uBera, ¢ THcHeHHEM NOVIGAN Ha oqHOH cTOpOHE.
tucaeHueM NOVIGAN Ha onHO#H cTOpOHE. Ha monepeyHom pazpese siapo ot 6enoro no noutu
Ha nomepeynom paspese sapo Gemoro | 6Genoro upera.
LBETA.

2 | Hdendffeadon / Tlopaunuoers B

2a Ibuprofen / The retention time of the main peak on the | The retention time of the main peak on the 1

Hbynpoden chromatogram of test solution corresponds | chromatogram of test solution should correspond to

to the retention time of the main peak onthe | the retention time of the main peak on the
chromatogram of ibuprofen standard | chromatogram of ibuprofen standard solution
solution. / Bpems yaepxuBaHMsi OCHOBHOrO | (section Assay). / Bpems ymepXHBaHUS OCHOBHOIO
MHKA HA XPOMATOrPAMME MCTBITYeMOro | IHKa Ha XpOMarorpamMMe HCIBITYEMOro pacTBOpa
pacTBopa COOTBETCTBYET BpEMEHH | [ODKHO COOTBETCTBOBATH BPEMEHH YIEPXKUBaHUS
yOepXUBaHUsS  OCHOBHOrQ [HWKa Ha | OCHOBHOrO MHKa Ha XpOoMarorpaMMe pacTBopa
XpOMaTOrpaMMe pacTBOpa CTaHAAPTHOro | cravaaptHoro obpasua ubynpodena (pasaen
obpasua udynpodeHa. «KonndecTBeHHOE OMpeneCHHEY).

2b | Pitofenone * The retention times of the main peaks onthe | The retention times of the main peaks on the

chromatogram of test solution should correspond to

Remarks : The Product confirms to ND/.
Npumeuanue: Iponykr coorsercreyer Tpebosannsm HJI

Conclusion : APPROVED /.
3axnwuenue: OJJOBPEHO

Prepared by / Checked by / IIposepeno: ||Chebked by (AQA)/ Approved by: Quality Assurance/Authorized person /
[Toarororneno: | Pardeep Kumar - - - [poskpeno (AOK): Opobpeno: OdecneueHue kauecTBa/OTBETCTBEHHOE
Pravesh Rana / AbhisRek Chauhan JTULIO: ! %}u_/"

Date / Date / Date / Date / — o~ La>s

Hara: 27.10.2025 Hara: 27.10.2025 Jara: 27.10.2025 Hara: Q/
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Novigan, film-coated tablets
Mpoayxr: Hourau®, tasieTKH, NOKPLITHIE NJIEHOMHOIT 060/104KOii

Market / Poinok : Russia / Poccus

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

Cepus Ne £, ¥2302032 Pa3mep cepun © 12,00,000 Tab
Analytical Repovrt No./ . 040003147199 Date of Analysis / . 27-10-2025
AHanuTuyeckuii otuer Ne JaTta ananusa

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

Jarta npoH3BoACTBA Toaen ao

Mfg. License No. /

|IIpou3BoacTBeHHAsS : MNB/05/263 MA number: / Homep PY : JIII-Ne(005665)-(PI'-RU)
auueH3usa Ne

Analysis performed according ND No. / Avaau3 npoeeaen o HJL Ne: JHI-Ne(005665)-(PI'-RU)-100624

Page2 of 9/Crp.2m3 9

fenpiverinium
bromide /
IMurodenona
THAPOXJIOPHA U
deHnusepUHHs
H6pomug

the retention times of pitofenone
hydrochloride and fenpiverinium bromide
peaks on the chromatogram of standard
solution. / Bpemena ynep»HBaHHS
OCHOBHBIX [MMKOB Ha XpoMarorpamme
UCIILITYEMOr0  pacTBOpa COOTBETCTBYIOT
BpeMeHaM YAep>KMBaHHA OCHOBHBIX ITHKOB
nurodeHoHa TUApOXIIOpUaa U
heHnmuBepHHUS 6pomuna Ha
XpoMaTorpaMMme CTaHIapTHOTO pacTBopa.

the retention times of pitofenone hydrochloride and
fenpiverinium bromide peaks on the chromatogram
of standard solution (section Assay). / BpeMeHa
yIepXHUBaHUS OCHOBHBIX MHKOB HA XpOMaTorpamme
HCITBITYEMOTO PAaCTBOpPa HOJ/DKHBI COOTBETCTBOBATH
BpPEMEHAM  YIEPKWBAHMS  OCHOBHBIX  [HKOB
nuroeHoHa TUApOXopHAa M (QEeHITHUBEPUHUS
OpomMuaa Ha  XpoMmarorpamMMe  CTaHZapTHOrO
pactBOpa (paspmen «KonuuectsenHoe
OMPCCICHHEY).

3 Average weight /
Cpeansisi Macca
TabjaeTku

568.3 mg/568,3 mr

570.0 mg+ 3 % (552.9 mg to 587.1 mg) /
570,0 mr £+ 3 % (ot 552,9 mr po 587,1 mr)

4 Disintegration /
PacnagaemocThb

02 min 47 sec / 02 muu 47 cex

Not more than 30 min / He 6osiee 30 Muu

5 | Dissolution / PacTeopenne

a) Ibuprofen/ Unit-1/ Ta6n.-1 104 % Not less than 70 % (Q) of labeled amount of
Ubynpoden - ibuprofen (C13H;30-) is dissolved in 30 minutes. / He

Unit-2/"Ta6n.-2 N0 Mmenee 70 % (Q) OT HOMHHAJBHOTO COAEPHAHUS
Unit-3 / Ta6m.-3 102 %

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

Ipumeuanue: [Ipogykr coorercTByeT Tpebopanuam HII 3aknoyenne: OJOBPEHO

Prepared by / Checked by / IIposepeno: Checkuﬂ by (AQA)/ Approved by: Quality Assurance/Authorized person /

MonroroBneHo: Pardeep Kumar Hponep Ho (AOK): Onobpeno: Obecne ume Ka'-IeCTBa/OTBCTCTBeHHOC

7

Pravesh Rana j Q}J‘// AbhlshelkC}fuhan THILO: } o) ¥

Date / Date / Date / Date / 2 1 —t o P0YK

Jarta: 27.10.2025 Hara: 27.10.2025 Hara: 27.10.2025 JHara: i

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, 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 €3¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tl o o Qi NS A EANTT DD
IS . TL JUuLUu U T

www.drireddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Novigan, film-coated tablets

| ITpoaykr: HoBuran®, Tabgerkn, n0KpbiThie JIEHOYHONH 000104 K0ii

Market / Prinok : Russia / Poccus

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

Cepus Ne i 2202002 Pasmep cepun * 12,00,000 Tab
Analytical Repovrt No./ . 040003147199 Date of Analysis / . 27-10-2025
AHaNHTHYeCKHI oTHeT Ne JlaTa ananusa

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

JlaTta npoM3BoacTBa I'open no -

Mfg. License No. /

IlpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(005665)-(PI'-RU)
JnueH3us Ne

Analysis performed according ND No. / Anaians nposeaen no HJ/1 Ne: JITI-Ne(005665)-(PI'-RU)-100624

Page3 of9/Crp.3u3 9

CymMMa npumeceit

Unit-4 / Ta6n.-4 101 % nbynpodena (Ci3Hi302) momkHO pactBopuHThCs 32
- 30 L

Unit-5 / Tab.-5 103 % Hr

Unit-6 / Tabn.-6 103 %

b) Pitofenone Unit-1/ Ta6n.-1 105 % Not less than 75 % (Q) of the labeled amount of
hydrochloride / - : pitofenone hydrochloride (C2:H>sNO4+HCI)
[Murodenona Unit-2/ Tabur.-2 10817 dissolved in 30 minutes. / He menee 75 % (Q) ot
THIAPOXJIOPHL Unit-3 / Ta6x.-3 102 % HOMMHAJIBHOTO CoAeprKaHHsl nutodeHoHa

= : rUApOXJIOpUAA (C22HasNO4HCl) JOJ/DKHO
Unit-4 / Ta6n.-4 101 % pacTrROPUTRES 3a 30 MUH.
Uunil-5 / Taln.-5 104 %
Unit-6 / Tabn.-6 106 %
6 Related substances / PoncrBeHHble npumecu

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

Jlrobas enuHUUHAs He 6ouee 0,3 %

NpHMECH

Total impurities / 0.04% Not more than 0.7 % /

He 6onee 0,7 %

7 | Microbial purity* / Mukpo6unoJjoruyeckasi 4yucrora*

Remarks : The Product confirms to ND/
[Ipumeuanue: IIponykT cooTBeTcTBYET Tpeboranam HI

Conclusion : APPROVED /
3aknwuenne: OJJOGPEHO

Prepared by / Checked by / Tlposepeno: [|Checked by (AQA) / Appraved by: Quality Assurance/Authorized person/
IMoarorosneHo: Pardeep Kumar [poeepeno (AOK): Onobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE
Pravesh Rana j Abhishek ChauRan JTHLIO: Q )}}r/

Date / Date / Date / Date / 2 — 1o 8 >%

Hara: 27.10.2025 Hara: 27.10.2025 Harta: 27.10.2025 Jlara: -

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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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product : Novigan, film-coated tablets

| Hpoaykr: Hopuran®, TaGuercu, nokpuITLie II1eHOYHON 060104YKOkH

Market / Phinok : Russia/ Poccus

Batch No. / . Batch Quantity / _12,00,000 tab /

Cepus Ne § V2502032 Pasmep cepuu © 12,00,000 Tad

Analytical Repovrt No./ . 040003147199 Date of Analysis / . 27-10-2025
AHajguTHUECKHii 0T9eT No ~ |MaTa anaausa L
Date of M anufacture / . 10/2025 Date of Expiry / . 09/2030

JaTa npou3soacTBa Togen no -
Mfg. License No. /

ITpousBoaCTBeHHAS : MNB/05/263 MA number: / Homep PY  : JIII-N2(005665)-(PI'-RU)
nuuensus Ne -

Analysis performed according ND No. / Auaaus npoeeaen no H/L Ne: JIII-Ne(005665)-(PI'-RU)-100624

Paged of 9/ Crp.4u3 9

a) Total aerobic NA Not more than 10° CFU/g /
microbial count / He 6onee 10° KOE/r
Ob6mee yncio

a’pObHbIX

MMKPOOPTaHU3MOB

b) Total combined NA Not more than 10° CFU/g /
yeasts and mould He 6onee 10> KOE/r
count / Obwice 4ncio

JAPOAOKEBEIX U

MJIECHEBLIX TPpUOOB

¢) E. coli NA Shall be absent in 1g/

JlOmKHBI OTCYTCTBOBATH B 1 T

8 Uniformity of dosage units / OnHopoaHocTh J03HPOBAHUA

Ibuprofen / 1.1 Acceptance value (AV) should be not more than

H6ynpoden 15.0. / TTokazaTens npuemiieMocTH (AV) nobkeH
ObITh He Gonee 15,0

Pitofenone 4.1 Acceptance value (AV) should be not more than

hydrochloride / 15.0. / TlokazaTtens npuemyieMocTd (AV) nomkeH

ITurodenona 6b1Th He Honee 15,0

UAPOXJIOPHUA

Remarks : The Product confirms to ND/

IIpnmeuanue: [IpoayKT COOTBETCTRYET TpeGOBAHUAM HJT

Conclusion : APPROVED /
Jamouenne: OJJOBPEHO

Checked by / ITposepeno:
Pardeep Kumar

Prepared by /

| loaroToBNEHO:
Pravesh Rana /

Checked by (AQA) /
llposepgHo (AUK):
Abhishe C'hauhai

\ \

\

N

Approved by: Quality Assurance/Authorized person /
Unobpero: Uoecrieuenre kayecTsa/UTBETCTBECHHOE

JIMLIO: UZ U/

Date/ Date /

Hara: 27.10.2025 Hara: 27.10.2025

Date /
Hara: 27.10.2025

Date / _)o-ntS
Jlata; 2

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
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CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIU3A

Product : Novigan, film-coated tablets

JMpoaykr: Hopurau®, Tabierkn, noKpLITHIE NJIEHOYHOH 0060104K0H

Market / PoiHok : Russia / Pocenst

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

Cepus Ne ia V2202032 Pasmep cepun © 12,00,000 Tab
Analytical Repourt No./ . 040003147199 Date of Analysis / . 27-10-2025
AHaanTHYeCKHH oTHeT No - HJdata anaausa

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

JlaTta npoM3BOACTBA T'oaen ao

Mfg. License No. /

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

JIHueH3usa Ne

Analysis performed according ND No. / Anaqn3 nposeact mo H,1 Ne: JITI-Ne(005665)-(PT-RU)-100624

Page5of9/Crp.5u3 9

Fenpiverinium bromide 4.5 Acceptance value (AV) should be not more than
/ dennuBepuHUs 15.0. / Ioka3zarens npuemneMoctd (AV) nomked
6pomun OrITh He Gonee 15,0
9 | Assay/ KoauuecTBeHHOE onpejeneHue
Ibuprofen / 403.5 mg / 403,5 mr From 384.0 to 416.0 mg of C3H50- (ibuprofen) per
Ubynpoden tablet. /
Ot 384,0 no 416,0 mr C13H ;302 (M6ynpoden) B
TabieTke.
Pitofenone 5.034 mg/ 5,034 mr From 4.5 to 5.5 mg of C2xH2sNO4-HCI (pitofenone
hydrochloride / hydrochloride) per tablet. /
LIutodenona Ot 4,5 no 5,5 mr CaxHasNOy-HCI (nutodenona
TUIPOXJIOPHA, TMAPOXJIOPUA) B TableTKe.
Fenpiverinium 0.0982 mg /0,0982 mr From 0.09 to 0.11 mg of C2:HxBrN-O
bromide / (fenpiverinium bromide) per tablet.
dennuBepuHUs Ot 0,09 1o 0,11 Mr C2:H29BrN-O (deunueepunus
6pomun 6pomun) B Tabnerke.
Remarks : The Product confirms to ND/ Conclusion: APPROVED /

Ilpumeyanne: [poaykT:cCOOTBETCTEYET TPeOOBAHHAM
p 3 X

3axmouenne: OJJOBPEHO

Prepared by / Checked by / Tlposepeno: Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: Pardeep Kumar OnoGpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE
Pravesh Rana j JIMLLO: N \fJ
Q‘L"L 7-_711-
; i
Date / Date / Date / Date / N o Yo
Jara: 27.10.2025 Hara: 27.10.2025 Hara: 27.10.2025 Hara: 2 T

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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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Novigan, film-coated tablets
Hpoayxr: Hopurau®, rabnerkn, noxpsirsie naeHoyHol 060J104K0il

Market / Phnox : Russia / Poccus

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

Cepus Ne - V2302032 Pazmep cepuu " 12,00,000 Tab

Analytical Repovrt No./ . 040003147199 Date of Analysis / . 27-10-2025

AHajuTHY €ckH i oTyeT No B Hata aHasnu3za ; - -
Date of M anufacture / . 10/2025 Date of Expiry / . 09/2030

JaTa npoM3soacTBa I'ogen go

Mfg. License No. /

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

anuensus Ne e

| Analysis performed according ND No. / Anaans mposeacs 110 H/L Ne: JITI-Ne(005665)-(PT-RU)-100624

Page 6 of 9/ Crp. 63 9

10 | Package/ Ynaxoska | 10 tabletsin 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
Tabnetok B OnucTep M3  allOMMHMEBOM
donbruy, JaMUHUPOBaHHOMN
OpPHEHTHPOBAHHBIM MOJIMaMHIOM H
NONMHBUHWIXJIOPUIOM/ATIOMUHHEBOH
doneru. [To 1 6Gnucrepy ¢ UHCTpYKUMED MO
MPUMEHEHHIO B TIa4Ky KapTOHHYO.

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. / [To 10 tabnerok B Onucrep u3
[OAMBHHUIIXJIOPUAHOM TUICHKH/aJIFOMIHHUERBOM
donbru und B OyMcTep U3 aMOMHUHHMEROI (ONbrH,
JIaMHUHHPOBAHHOM OPUEHTHPOBAHHBIM ITOJIMAMHIOM H
NOJMBUHMIXJIOPHAOM/amtoMUHHeBOH ¢onbru. [fo 1
unu 2 6nucrepa ¢ HHCTPYKLMEH MO NMPHMEHEHHIO B
NavKy KapTOHHYIO.

11 | Labeling/ Complies as prescribed /
MapkupoBKa CooteetcTByeT Tpebopanmsm

According to ND /
B cooTtBetrcTBUMM ¢ H]]

XpaHedue

12 Storage conditions / At temperature below 25°C / Ilpu Temneparype he Bbitue 25 °C.

13 Shelf life / Cpox 5 years / 5 net
FOAHOCTH

* - 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. /

Remarks : The Product confirms to ND/ *
Ilpumeuanne: [Iponykr coorsercreyer tpebosanam HII

Conclusion : APPROVED /
3axmodenne: OJJOBPEHO

Prepared by / Checked by / Ilposepeno: ||Checked by (AQA) /

Approved by: Quality Assurance/Authorized person /

IMoarorosneHo: Pardeep Kumar : - - [Mpogepero (AOK): Onobpeno: Obecrieygume kauectra/ OTBETCTBEHHOE
Pravesh Rana / Qi’/ Abhishek Chauhan IHLLO: 1 ‘bh v
25 - N~ ]\ \_/."-
Date / Date / \ Date / Date / - — o —20 "_‘>/
Hara: 27.10.2025 Hara: 27.10.2025 Hara: 27.10.2025 Hara: 2

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
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CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIM3A
Product ;: Novigan, film-coated tablets
Tpogyxr: HoBuraw®, TaGaerkn, noKpbITLIE RICHOMHOI. 060104 K0
Market / PuHok : Russia / Poccnst
Batch No. / . Batch Quantity / . 12,00,000 tab /
Cepust No P Y2502032 Pasmep cepun © 12,00,000 Tab
Analytical Repovrt No./ . 040003147199 Date of Analysis / . 97-10-2025
AnanuTu=iecKuii oT4eT No JlaTta ananusa g
Date of M anufacture / . 10/2025 Date of Expiry / . 09/2030
Hara npoM3soacTBa Toaeu no
Mfg. Licemse No. /
IlpousBoaCTBeHHAs : MNB/05/263 MA number: / Homep PY  : JII-Ne(005665)-(PI"-RU)
uensus Ne |
Analysis performed according ND No. / Auanus nposeacs no H/L Ne: JHI-Ne(005665)-(PI'-RU)-100624 1

Page 7 0f 9/ Crp. 7u3 9
* - [IpOBOANTCA MPOM3BO/MTENEM MPH BHINYCKE MEPUOAUYECKH: A Kaxuoil 20-0if cepuu nan ne menee 1 pasa s roa. Mokasarens
MOMKeT (LITH He BRIKYEH B cepTH{IIKAT aHAIH3a upMbBI.

dennusepunmns opomun /

API name / naumenoBanue ADC: Hbynpoden [MurodeHoH O
INN / MHH: Ibuprofen Pitofenone Fenpiverinium bromide
API manufacturer batch number /

Homep cepuu nponssoaures PIBM250175 PF/225012 FA/224003
ADC:

FP Manufacturer API Batch

Aumber./ FESA00393 FESA00460 FERA00224

Homep cepun cydcTaHuMH
npoussoamutens I'JID:

Solara Active Pharma
Sciences Limited, India /

Conapa DxTve ®apva | R L Fine Chem Pvt. Ltd., India/ | & L Fine Chem Pyvt. Lid,,

API Manufactured by & country / Catiencus Jlumuren, P J1 Daiin Kew I1eT. JITa., 5 India /
ITpouseoaureas ADPC, crpana: M P JI ®aiin Kew IleT. JITA.,
HAns Hupua
' Hunus
IOL Chemicals and
Pharmaceuticals Ltd.,
Remarks : The Product confirms to ND/ - Conclusion : APPROVED /
IIpumeuanne: [ponykr cooTBeTcTBYET TpeboBaHuaM HJL 3akmouenne: OJOBPEHO
Prepared by / Checked by / IIpoBepeHo: ked by (AQA)/ Approved by: Quality Assurance/Authorized person /
[Monrotorncuo: ,  ||Pardeep Kumar [Mpakepero (AOK): Ono6peno: OGecnpycHue kauccTsa/OTBCTCTBCHHOC
Pravesh Rana / han nHLo: \ 0
<= | [>

. _ - \u/'.
Date / Date / Date / Date / X o2 »<
Hara: 27.10.2025 Hara: 27.10.2025 Hara: 27.10.2025 JlaTa:

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
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Dr. Reddy B * Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +51 58156 56001-62
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A
Product : ’No'vigan, film-coated tablets B
« JIpoayxr: HoBuran®, Tabierkn, NoKpsiThIe JIEHOYHO 000/104KOii
Market / Prinoxk : Russia / Poccust
Batch No. / . Batch Quantity / _ 12,00,000 tab /
Cepus No £ V2302052 Pasmep cepun * 12,00,000 Tab
Analytical Repourt No./ . 040003147199 Date of Analysis / . 27-10-2025
| AHaJIHTHYECKHIT 0TUeT No HMata ananusa
Date of M anufacture / . 10/2025 Date of Expiry/ . 09/2030
Hdara npoM3soacTBa Toxen no
Mfg. License No. /
IpoussoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-N2(005665)-(PT'-RU)
Juuen3us Ne |
Analysis performed according ND No. / Anaaus nposeaex o HJ1 Ne: JITI-Ne(005665)-(PT-RU)-100624
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India / MOJI Kemuxkanc
3 PapmaceloTukaic
JItn., Uunus

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

HaunmenoBaHue, agpec H HOMep
JIHIHEH3HUH MJI0IaXKH,
ocCyLecTBJAI0eH
ﬂpOH3BOHCTBO/KOHTpOHb
KkayecTBa/Buinyck [JIW
Neclaration of certification: «I herehy certify that the ahove 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». '

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205, India
(License No MNB/05/263) /
IMpou3BoacTBEHHOE MoapazaeneHue-6, Bumt. Kxons, Hanarapx Poyn, Bagmu, quctpukr
Conan, X.I1., 173205, Uuaus (JTunenzus Ne MNB/05/263)

Conclusion : APPROVED /
3axawyenue: O/JIOBPEHO -

Remarks : The Product confirms to ND/
Ipumeuanne: ITponykT cooTBeTcTBYET TpeboBaHuaM H/L

Prepared by / Checked by / IIpoeepeno: ||Checked by (AQA):/ Approved by: Quality Assurance/Authorized person /
[TonroToBneno: Pardeep Kumar Iposepeno (AOK): - Onobpeno: Obecnievenne kasecTpa/OTBETCTBEHHOE
Pravesh Rana . Abhishgk Chauhan JHLLO; B
mj—/ \ T O }5& 3
o “— '\ e | G
Date / Date / Date/ Date / —o— 207G
Mara: 27.10.2025  |[mara: 27.10.2025 Tara: 27.10.2025 Tata: 277

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product : Novigan, film-coated tablets
Iponykr:.HoBurau®, TabaeTku, NOKPLITbIE NJIEHO4HOi 060J104KOii -

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 12,00,000 tab /
Cepus Ne 6 RE0200R Paimep cepuu * 12,00,000 Ta6
Analytical Repovrt No./ . 040003147199 Date of Analysis / . 27-10-2025

| AHauTHYecKHii oTyeT No Hara ananusa

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

Jarta npom3BoacTBa T'oxeH ao

Mfg. License No. /
IIpousBoacTBenHas
JuueH3uA Ne

: MNB/05/263

MA number: / Homep PY

: JII-Ne(005665)~(PI'-RU)

Analysis performed according ND No. / Ananus nposeaex 1o H .1 Ne: JITI-Ne(005665)-(PI'-RU)-100624

Page90f9/Ctp.91u3 9

3aky0uenne 0 COOTBeTcTBHH: HacTosuumM s MOATBepXIaro, YTO MNpHBEICHHAs Bbllle HHAOPMAUHUS sBISETCA
JIOCTOBEPHOM U TOuHOH. DTa cepus NPOAYKLMH Npou3BeAeHa (BKIo4as YNakoBKY (MapKHPOBKY) M KOHTPOJib K4a4eCTBa)
Ha BpIIEYKA3aHHOM MpPOU3BOACTBEHHON Muollanke (M1OMafKkax) B MOJHOM COOTBETCTBHU ¢ TpeboBanuaMM Ilpasun
Hajyexaleii npou3BoACTBEHHOMN NpakTHKH EBpa3uicKoro 3KOHOMIHECKOro cor03a 1 TPEOOBAHHAMH KOHTPOJISI KaYeCTBa
NeKapCTBEHHBIX CPEACTB, a TAKXKE B COOTBETCTBHH €O cneUuudUKaLUAMH, COLEPKAUMMUCA B PETHCTPALMOHHOM JIOChE
CTpaHbl-HMIIOpTEpa. 3alUCH IO NPOM3BOICTBY, YNAKOBKE M aHaju3y NPOBEPEHbI, W YCTAHOBJEHO HX COOTBETCTBHE
TpeboBaHusaM [1paBit HajexalleH pou3BoACTBEHHOH NpakTUKU EBpasHicKOro 5KOHOMHYECKOIO COM03a».

Remarks : The Product confirms to ND/
Mpumeyanne: [poaykT coorsercrayer Tpedoranuam HJL

Conclusion : APPROVED /
Jakmouenue: OJJOGPEHO

Prepared by /
[omrorosieHo: .
Pravesh Rana /

{

s

Checked by / TIpoeepeHo:

Pardeep Kumar

Checked by (AQA) /
[Mpoeepeno (AOK):
Abhishgk Chauhln

Approved by: Quality Assurance/Authorized person /
Onobpeno; OGecneyeguue kayectsa/ OTBCTCTBCHHOC

JIHILO: l .I&Ll.’“d

Date /
Hara; 27.10.2025

Date /

Mara; 27.10.2025

Date /
JHara: 27.10.2025

Date /

Jara: T — v i
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