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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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIN3A

Product : Novigan, film-coated tablets
[Mpoaykr: Hosnran®, TaGserku, noKpbIThie MJICHOYHOH 000J049KOH

Market / Poinox

: Russia / Poccus

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

Cepus Ne ¢ Waollag] Paszmep cepuu *12,00,000 Tab
Analytical Repourt No./ . 040003432425 Date of Analysis / 15.06.2026
AHAJHTHYECKH oTyeT Ne JlaTta aHanm3a

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2031

JlaTta npon3BoacTBa I'open no

Mfg. License No. /

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

Analysis performed according ND No. / Auaaus nposeaen o HJL Ne: JITI-Ne(005665)-(PT"-RU)-100624

Page 1 of 8/ Crp. 1 u3 8

Ne Test / IToka3zaTenb Result / Pe3yabTaThl 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. / Kpyrmsie | whiteto off-white core. / Kpyrnbie 1BosiKOBBIMYKJIbIe
[OBOSIKOBBIMYKJIBIE TabNETKH, MOKPBITbIE | TaGNETKH, MOKPBITHIE INICHOUHOM 0605104K0ii Genoro
nJeHoYHoM ofosoukoii Genoro 1Bera, ¢ ugera, ¢ THcHeHHeM NOVIGAN Ha ofHo# cropoHe.
tucheHneM NOVIGAN Ha onHoii ctopoHe. | Ha monepeyHom pazpese sapo or 6en1oro 10 noyTu
Ha nonepeuHom paspese aapo Oenoro | ©Genoro upera.
ngera.
2 | Identification / IlognHHHOCTH
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
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 ynepxuBaHus ocHoBHOro | (section Assay). / Bpemst yaep>KHBaHWs OCHOBHOTO
nvKa Ha XpOMaTorpaMMe UCTIBITYEMOro | ITHKa Ha XpOMAaTOrpaMMe HCIBITYEMOTO pacTBopa
pacTBopa COOTBETCTBYET BPEMEHH | JIOJDKHO COOTBETCTBOBATH BPEMEHH yAEPIKMBAHUA
YAEPXKHMBaHHS  OCHOBHOIO  TNHKa Ha | OCHOBHOrO MNMKa Ha XpOMAaTOrpaMMe pacTBOpa
XpoMaTorpaMMe pacTBOpa CTaHAApTHOro | crangapTHoro ofpasua wubympodena (paznen
obpasua ubymnpodena. «KonndecTBeHHOe onpeaeneHye).
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 correspond to | chromatogram of test solution should correspond to
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeyanue: [Tponykr coorsercrayer tpebosanusam HJT

3axmwuenne: OJJOBPEHO

Prepared by / Checked by / ITposepeno: [|Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
ITonroroBsieHo: Pravesh Rana [IposepeHo (AOK): Ajay ||Onobpeno: Obecneuenue kauecTra/OTBETCTBEHHOE
Sarita Sharma Kumar Srivastava LITIIGH

@/ &f/_ﬂ ‘Q\-)/ cg4 , \MM )
Date / Date / Date / Date / t/’“/\/ (o
Jlara: 15.06.2026  ||lara: 15.06.2026 Jlara; 15.06.2026 Jlara: ﬂ 05
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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
[poayxr: Hosuran®, Tadsaerky, noKpbiThie M1eHOYHOH 000/104K0I

Market / PoiHOK

: Russia / Poccus

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

Cepns Ne e i Paszmep cepun " 12,00,000 Tab
Analytical Repourt No./ . 040003432425 Date of Analysis / . 15.06.2026
AHanuTHYecKHuil oTueT No JlaTta anaauza

Date of Manufacture / . 05/2026 Date of Expiry / . 042031

JlaTa npou3BoacTBa T'open go

Mfg. License No. /

IIponsBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(005665)-(PI'-RU)
JuneH3snsa Ne

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

Page 2 of 8 / Ctp. 2 u3 8

fenpiverinium the retention times of pitofenone | the retention times of pitofenone hydrochloride and
bromide / hydrochloride and fenpiverinium bromide | fenpiverinium bromide peaks on the chromatogram
IMurodenona peaks on the chromatogram of standard | of standard solution (section Assay). / Bpemena
THAPOXNOPHI U solution. / BpemeHa  ynepKHBaHHUs | YAEP>KUBAHHS OCHOBHBIX MUKOB HA XPOMAaTOrpaMme
(eHnuUBepUHIS OCHOBHBIX MHKOB Ha XpOMArorpamme | HCOBITYEMOro pacTBOpa HOJKHBI COOTBETCTBOBAThL
6pOMl/l,U. HCOBITYEMOI'0 pacTBOpa COOTBETCTBYIOT BpCMEHaM yAaepxKHUBaHUA OCHOBHBIX IMUKOB
BpPEMEHAM YNEPXMBAHHA OCHOBHBIX MUKOB | NUTO(eHOHA ruppoxysopuga U deHNUBEPUHUS
nurtodeHona rUApOXJIOpUaa U | O6poMHpa Ha  XpoOMaTorpamMMe  CTaHOApPTHOTO
dbennuseprnus 6pomuaa Ha | pacTBopa (paznen «KonuuecTBeHHOE
XpoMaTorpaMme CTaHAAPTHOTO pacTBOpa. OMnpeNieNeHHe).
3 | Average weight / 569.7 mg/ 569,7 mr 570.0 mg + 3 % (552.9 mg to 587.1 mg) /
Cpeanss macca 570,0 mr £ 3 % (ot 552,9 mr oo 587,1 mr)
TabIeTKH
4 Disintegration / 03 min 22 sec / 03 MuH 22 cex Not more than 30 min / He Gonee 30 Mun
Pacnagaemocts
5 | Dissolution / PacTBopenne
a) Ibuprofen/ Unit-1/ Tabn.-1 100 % Not less than 70 % (Q) of labeled amount of
Hb6ynpoden - = ibuprofen (Ci3Hy302) is dissolved in 30 minutes. / He
Unit-2 / Tabn.-2 100% meHee 70 % (Q) OT HOMHHANBLHOrO CONEPIKAHMA
Unit-3 / Ta6n.-3 101 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [poaykr coorsercrayer Tpebopannam HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Ilporepeno: ||Checked by (AQA) / Approved by: Quality Assurance/Authorized person /

[Toaroroenexo:

Pravesh Rana

[poeepeno (AOK): Ajay

OnoGpeno: Obecneuerne kauecTBa/OTBETCTBEHHOE

Sarita Sharma Kumar Srivastava JTMLO:
e—f”‘ Py SHIVAN]
- , £
Date / Date / Date / Date / ;_)(_/ L
Hara: 15.06.2026 Jlara: 15.06.2026 Jara: 15.06.2026 JHara: 4 /0 r}O%
L ——
(4

=
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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

CEPTUD®UKAT AHAJIN3A

Product : Novigan, film-coated tablets
Ipoaykr: Hosuran®, TadsieTkH, NOKPLIThIE MJIEHOYHOI 060/104KOi

Market / Poinok

: Russia / Poccus

Batch No. /
Cepus Ne

: V2601251

Batch Quantity /
Pasmep cepuu

12,00,000 tab /

* 12,00,000 a6

Analytical Report No. /

Date of Analysis /

. : 040003432425 : 15.06.2026
AHAJIHTHYECKHHA oTyeT N Jlata aHanu3a
Date of Manufacture / . 05/2026 Date of Expiry / . 042031
JlaTa npousBoacrea Topen no

Mfg. License No. /
IIpousBoacTBeHHAas!
Jgnensns Ne

: MNB/05/263

MA number: / Homep PY

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

Analysis performed according ND No. / Auaau3 nposeaen nmo H1 Ne: JITI-Ne(005665)-(PI"-RU)-100624

Page 3 of 8/ Ctp. 3 u3 §

Unit-4 / Ta6bn.-4 101 % n6ynpodena (Ci3H302) nomkHo pacTBopuThCs 32
- 30 ;s

Unit-5 / Tab.-5 100 % M

Unit-6 / Ta6n.-6 100 %

b) Pitofenone Unit-1/ Ta6m.-1 108 % Not less than 75 % (Q) of the labeled amount of
hydrochloride / - - pitofenone hydrochloride (C22HasNO4-HCI)
[MurtodeHona Unit-2/ Ta6n.-2 112 % dissolved in 30 minutes. / He menee 75 % (Q) or
TUIPOXJIOpUI Unit-3 / Tabn.-3 100 % HOMUWHANBHOIO coaepkaHus nutodeHoHa

- ruapoxiopuaa (C2:HasNO4HCI) JIOJDKHO
Unit-4 / Tabn.-4 100 % pacTBOpUTHCS 3a 30 MHUH,
Unit-5 / Ta6n.-5 103 %
Unit-6 / Tabn.-6 103 %
6 Related substances / PoacrBeHHbIe npuMecH

Any single impurity / Below BDL (BDL= 0.03 %) / Hwxe Not more than 0.3 % /

Jio6as eauHuyHas nopora peructpauuu (ITP =0,03 %) He 6onee 0,3 %

npUMech

Total impurities / Below BDL / Huxe nopora peructpauu | Not more than 0.7 % /

CymmMma npumecei He 6onee 0,7 %

7 | Microbial purity* / Mukpotuosiornueckast Y4ucToTa*

Remarks : The Product confirms to ND/
IIpumeuanue: IIponykt cooTBeTcTByeT Tpeboranusm HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Tlposepeno: |[Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
INoxroTtosneHo: Pravesh Rana ITpoeepeno (AOK): Ajay |[Omo6peno: Obecnieuenue kauectsa/OTBETCTBEHHOE
Sarita Sharma Kumar Srivastava STHLLO:

Date / Date / Date / Date / : C

Jara: 15.06.2026 Hara: 15.06.2026 Hara: 15.06.2026 Hara: ~D ’LL

S
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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
Ipoayxr: Hosuran®, Tadnerkn, nokpuIThie MJIEHOYHOI 060J104KOi

Market / Poinok : Russia / Poccus

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

Cepus Ne 3 V26028l Pasmep cepun * 12,00,000 Tab
Analytical Repovrt No./ . 040003432425 Date of Analysis / 15.06.2026
AHanuTHYecKHii oryet No JlaTa aHasu3a

Date of Manufacture / : 05/2026 Date of Expiry / . 04/2031

JlaTa npou3sBoacTBa I'onen po

Mfg. License No. /

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

Analysis performed according ND No. / Anaaus nposeaen mo H/1 Ne: JIIT-Ne(005665)-(PT'-RU)-100624

Page 4 of 8/ Crp. 4 u3 8

a) Total aerobic NA Not more than 10° CFU/g /
microbial count / He 6onee 10° KOE/r
O6wee yncio

a3pobHBIX

MHUKPOOPraHU3MOB

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

count / Obuiee YUcIo

JPOXOKEBBIX U

TJIECHEBLIX IpUOOB

¢) E. coli NA Shall be absent in 1g/

Jlo/mKHBI OTCYTCTBOBATL B 1 T

8 | Uniformity of dosage units / OgHOpoAHOCTb A03HPOBAHHSA

Ibuprofen / 1.9 Acceptance value (AV) should be not more than

Hbynpoden 15.0. / Tlokazatens npuemaemoctd (AV) DOKeH
ObITh He Gostee 15,0

Pitofenone 7.8 Acceptance value (AV) should be not more than

hydrochloride / 15.0. / Ilokazarens npueMiemoctu (AV) nomkeH

IutodeHoHa 6bITh He bonee 15,0

THAPOXIIOPU/L

Remarks : The Product confirms to ND/
Ipumeyanne: Ipoayxr coorercreyet TpeGoBanusm HJI

Conclusion : APPROVED /
Jakmouenne: OJJOBPEHO

Prepared by / Checked by / ITpoeepeno: |[Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarotorseHo: Pravesh Rana [Mpoeepeno (AOK): Ajay ||Onobpeno: Obecnieuenue kayecTea/OTBETCTBEHHOE
Sarita Sharipa Kumar Srivastava JHLIO:
: ) -
Date / Date / Date / Date / 7 =
Hara: 15.06.2026 Hara: 15.06.2026 Hara: 15.06.2026 Hara: ( %%’Q’A ')/L
==

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
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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

CEPTUPUKAT AHAJIM3A

Product : Novigan, film-coated tablets
Ipoaykt: HoBuran®, TaGuieTku, NoKpbITHIE MJIEHOYHOI 060104KOH

Market / PbiHOK

: Russia / Poccus

Batch No. / . Batch Quantity / . 12,00,000 tab /
Cepus Ne § Y2623l Pa3zmep cepuu *12,00,000 Tab
Analytical Report No. / Date of Analysis /

AHaNIUTHYECKHIA oTueT Ne

: 040003432425

Jara anaausa

1 15.06.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2031

JlaTa npoussoacTBa Topen no

Mfg. License No. /

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

auneH3usa No

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

Page Sof8/Crp.5u3 8

6pomun

Fenpiverinium bromide
/ DeHMUBEPUHUS

9.4

Acceptance value (AV) should be not more than
15.0. / TTokazarenb mpuemieMmoctH (AV) gomkeH
ObITH He GoJee 15,0

9 | Assay/ KoanyecTBeHHOE OnpejesieHHe

hydrochloride /

Ibuprofen / 400.9 mg/400,9 mr From 384.0 to 416.0 mg of Ci3H;30- (ibuprofen) per
H6ynpoden tablet. /
Ot 384,0 no 416,0 mr Ci3H;30, (ubynpoden) B
TabneTke.
Pitofenone 4.957 mg /4,957 mr From 4.5 to 5.5 mg of C2:HasNO4HCI (pitofenone

hydrochloride) per tablet. /

IMurodenona Ot 4,5 no 5,5 mr C22HasNO4HCI (nurodenona
PHIOPOXITOPHI THAPOXJIOpHA) B TAbJIETKE.

Fenpiverinium 0.0997 mg / 0,0997 mr From 0.09 to 0.11 mg of C22H29BrN.O

bromide / (fenpiverinium bromide) per tablet.
DeHMUBEPHHUS Ot 0,09 1o 0,11 Mr CaxHayBIrN>O (dennuepunus
6pomun 6pomun) B Tabnerke.

Remarks : The Product confirms to ND/
IIpumeuanue: Ilponykr coorBeTcTBYET TpeOoBaHusaM HJJ

Conclusion : APPROVED /
3aknawuyenue: OJJOBPEHO

Prepared by / Checked by / ITposepeno: |[Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToaroroeJieHo: Pravesh Rana IMposepeHo (AOK): Ajay [|Onobpeno: O6ecnieuenune kayecTra/OTBETCTBEHHOE
Sarita Sharma OL’_ Kumar Srivastava NHLO:
(v - n \ Shiv M)
e =
Date / Date / Date / Date /
Hara: 15.06.2026 Jarta: 15.06.2026 Hara:

JHara: 15.06.2026

s

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 ‘;‘.

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
CEPTUO®PUKAT AHAJIN3A

Product : Novigan, film-coated tablets

INpoaykr: Hosurau®, TaésieTkn, nOKpbIThIE MJIEHOYHOI 0601049K0i

Market / Prinok : Russia / Poccus

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

Cepusi Ne § Ve Pasmep cepuu © 12,00,000 Tab
Analytical Repovrt No./ . 040003432425 Date of Analysis / . 15.06.2026
Ananutudeckuii oTyet No ~ JaTa aHanauza

Date of Manufacture / . 05/2026 Date of Expiry/ . 04/2031

JlaTa npoH3BOACTBA T'ogen po

Mfg. License No./

IIponsBoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(005665)-(PI"-RU)
auneH3usa Ne

Analysis performed according ND No. / Auanus nposeaen mo HJL Ne: ﬁH-Ng(005665)-(PF-RU)-100624

Page 6 of 8/ Ctp. 6 u3 8

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. 1 blister 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 in
Tabnerok B Onucrep M3 amoMuHHeBoW | a carton pack. / Tlo 10 Ttabnerok B GuucTep u3
donery, JAMWUHHUPOBAHHON | MONWBHHHIIXJIOPUIHOMN [EHKH/aIOMMHHEBOH
OpPHEHTHPOBAHHBIM MONIMaMHUIOM u | doneru uau B GaucTep U3 ANOMHHHEBOH (OJBIH,
TOJIM BUHUIXJIOPUIOM/aNIOMIHHEBOH NaMHHHUPOBAHHOM OPHEHTHPOBAHHbBIM MOIUAMHAOM U
doneru. Io 1 Guucrepy ¢ MHCTPYKLKMEH MO | NONMUBHHUAXIOPHUAOM/amoMuaKeBol Qonsru. [lo 1
TNPUMEHEHHIO B MaYKy KapTOHHYIO. WM 2 GiucTepa ¢ UHCTPYKLUMEH MO MPHMEHEHHIO B

MayKy KapTOHHYIO.
11 Labeling / Complies as prescribed /| According to ND /
MapkupoBka CootBeTcTBYET TpeOOBAHUAM B cootsercteum ¢ HJJ
12 Storage conditions / At temperature below 25°C / I1pu Temneparype He Bolie 25 °C.
Xpauenne
13 Shelf life / Cpox S 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. /

Remarks

: The Product confirms to ND/
IIpumeuanue: Iponykr coorBercTByeT Tpeboauusam HJT

Conclusion : APPROVED /

3axmiodenue: OJOBPEHO

Prepared by / Checked by / Ilpoeepeno: |[Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToaroTosieHo: Pravesh Rana [Mposepeno (AOK): Ajay ||Ono6peno: ObecnieueHue kauecTra/OTBETCTBEHHOE
Sarita Shagma Kumar Srivastava JTULIO:

Q:/ CJI—{’ On \ SM JV H/U)
Date / Date / Date / Date /
Hara: 15.06.2026 Hara: 15.06.2026 Hara: 15.06.2026 Jara: Q /O[‘" "ML

A L

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +97 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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9 @) Formutation 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
CEPTUOPUKAT AHAJIU3A

Product : Novigan, film-coated tablets
Mpoaykr: Hopuran®, Taéaerku, NOKpbIThIE MIEHOYHOI 060J104K0ii

Market / Pbivok : Russia/ Poccus

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

Cepun Mo ¢ V2601251 Paswepcepn * 12,00,000 Ta6
Analytical Repovrt No./ . 040003432425 Date of Analysis / . 15.06.2026
AnanuTH4eckuii oTueT No JlaTta anannza

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2031

Jara npou3sodacTBa I'ogen o

Mfg. License No. /

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

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

Page 7 0f8/Ctp. 7 u3 8
* - [IporoauTes NMPOI3BOAIITE/IEM MPH BRIMYcKe MepHOANYecKIl: Js Kaxaoii 20-oif cepuu ni He Menee 1 pasa s roa. Iokaszarens
MOKeT ObITh He BKJIIOYEH B cepTiiuraT ananamsa hupMbl.

DennupepuHns 6pomun /

API name / HaumenoBanue ADC: HbynpodeH ITutodenon Henpiveriiam bromide
INN/MHH: Ibuprofen Pitofenone Fenpiverinium bromide
API manufacturer batch number /

Homep cepun npoussoguTens 1201/26/A-0113B FA/225006 PF/226003
ADC:

FP Manufacturer API Batch

number / FETA00111 FETA00135 FETA00136

Homep cepuu cy6eTanumnu
npoussoautens ['JID:

IOL Chemicals and )
Pharmaceuticals Ltd., R L Fine Chem Pvt. Ltd., India / R L.Eine Che?m Pvt. L,
API Manufactured by & country / - - India/
India / TOJI Kemukanc P JI ®aiin Kem Ie. Mo, N
Ilpoussoaurear A®C, ctpana: P JI ®aiin Kewm IleT. JITAH.,
sH1 @apMacblOTUKAIIC WUnnus
HUnnus
Jita., Uuaus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJT 3akaouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Novigan, film-coated tablets
Ipoayxr: Hosuran®, TabseTkn, nokpuIThie MeHo4Hol 060104K0i

Market / PoiHok : Russia / Poccust

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

Cepusi No ¢ V2601251 Pasmep cepun © 12,00,000 Ttab
Analytical Repourt No./ . 040003432425 Date of Analysis / 15.06.2026
AHaTHTHYeCKHIT oTUeT No JlaTa anaju3a

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2031

JlaTa npou3sBoacTBa T'oxen no

Mfg. License No./

IIpousBoxcTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(005665)-(PI'™-RU)
JHUeH3uss Ne

Analysis performed according ND No. / Ananus nposeaed mo H/1 Ne: JITI-Ne(005665)-(PI'-RU)-100624
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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
HanmeHoBaHHUe, aApec U HOMep (License No MNB/05/263) /

JUUEeH3HH MJIoIAAKH, ITponzBoacTBeHHOE noapazaeneHue-6, Bunn. Kxons, Hanarapx Poyn, Bannn, JuctpukT
ocyLecTBIsA el Comnan, X.Il., 173205, Uxnusa (JIuuenzus Ne MNB/05/263)

NpOH3BOACTBO/KOHTPOJIb
kayecTBa/Boinyck 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».

3aknyeHHe 0 cooTBeTcTBUM: HacTosiuuM s nOATBepkJal0, YTO MpHBeleHHast Bbille HHGOpMals sBISETCS
JOCTOBEPHOI M TOUYHOH. JTa cepyst MPOAYKIIMH MpON3BeAeHa (BKIOYas yakoBKy (MapKHpPOBKY) M KOHTPOJIb Ka4ecTBa)
Ha BBIILEYKA3aHHON NMPOU3BOACTBEHHOW MolaAke (MJIOMaaKax) B MOJHOM COOTBETCTBUUM ¢ TpeboBaHusMu [IpaBun
HaJyiexalled pou3BOACTBEHHON MPakTHKU EBpazniickoro 3KOHOMUYECKOT0 COK03a W TPeOOBAaHMSAMM KOHTPOJISA KauecTsa
JIEKApCTBEHHBIX CPENICTB, a TAKXKE B COOTBETCTBUU CO CNEUUPUKALUAMH, COACPKAIUMUCS B PETHCTPAIIMOHHOM A0CHE
CTpaHbI-UMIIOpTEpa. 3anMCH MO MPOU3BOACTBY, YNAKOBKE W aHalM3y NpPOBEPEHbl, U YCTAHOBIEHO MX COOTBETCTBHE
TpeboBanusam [IpaBun Hagnexaliell npou3BOJCTBEHHOM MPakTHKH EBPa3uiickoro 3KOHOMUYECKOTO COK3a.
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