Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

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

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

Product : Novigan, film-coated tablets
Mpoaykt: Hoenrau®, TabneTku, NOKPbITHIE MIEHOYHOI 060104K0i

Market / PoiHOK : Russia / Poccus

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

Cepus Ne : V2500438 Pazmep cepuu © 12,00,000 Ta6
Analytical Repovrt No. / . 890001800801 Date of Analysis / . 28.03.2025
AHAJHTHYeCKHii oTyeT No JlaTa anaau3a

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

JlaTa npousBoacTBa T'ogeH a0

Mfg. License No. /

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

Analysis performed according ND No. / AnaJjm3 nposeaed no HJ/1 Ne: JITI-Ne(005665)-(PI'-RU)-100624

Pagel of 9/Crp.1 139

to the retention time of the main peak on the
chromatogram of ibuprofen standard
solution. / Bpems yaepxKUBaHUsS OCHOBHOTO
NUKa Ha XpPOMAaTOrpaMMe HCIIBITYEMOTO
pacrteopa COOTBETCTBYET BpEeMeHH
yOEPKUBAaHUS  OCHOBHOTO  MMKa  Ha
XpoMaTorpaMMe pacTBopa CTaHIapPTHOTO
obpaszua néynpodeHa.

Ne el Result / PesyabTaThl Specification / Hopma
Iloka3zaTens
1 Description / White round biconvex film-coated tablets | White round biconvex film-coated tablets debossed
Omnucanne debossed with NOVIGAN on one side. On | with NOVIGAN on one side. On a cross section
a cross section white core. / Kpyraple | white to  off-white core. /  Kpyrisie
JMBOAKOBBIMYKJIbIE TabJieTKH, TMOKPBITHIE | ABOSKOBBIUTYKIbIE TabJeTKH, MOKPHITHIE
TIeHOYHOM oboJioukoit Oenoro upera, ¢ IeHOYHO#  obosoukoit  6efioro  uBera, ¢
tucHenneM NOVIGAN Ha omgHoit ctopoHe. | THcHeHueM NOVIGAN Ha opHo#t cropone. Ha
Ha nonepeunom paspesze sapo Genoro | momepeyHOM paspese sapo OT Genoro A0 MOYTH
LBerTa. Genoro LBeTa.
2 Identification / IloannHHOCTH
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

the retention time of the main peak on the
chromatogram of ibuprofen standard solution
(section Assay). / Bpems ynep>kuBaHHs1 OCHOBHOTO
NKUKa Ha XpOMAaTorpaMMme HCIBITYEMOro pacTeopa
JIOJDKHO COOTBETCTBOBATh BPEMEHH yIEPIKHBAHHUS
OCHOBHOTO MHK2 Ha XpOMaTorpaMMe pacTBOpa
craHpapTHoro obpasua ubynpodena (paszzgen
«KosMuecTBeHHOE ONpeneaeHHe»).

Remarks : The Product confirms to ND /
Ilpumeuanue: Ilponykr coorsercTByeT Tpebopanuam HJL

Conclusion : APPROVED /
3akaroyenne: OJJOBPEHO

Prepared by /
[Moaroroeneno: Pravesh Rana y

Checked by /
INpoBepeno: Pardeep Kumar

= -

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoauress

Amit Kumar /L

—

Reprint Date /
Jlara: 14.07.2025

Reprint Date /
Hara: 14.07.2025

Reprint Date /
Harta: 14.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4500 2909, Fax: +91 40 49500 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ‘

Dr. Reddy's Laborateries 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 AHAJIM3A

Product : Novigan, film-coated tablets
Hpoaykr: Hoeuran®, Tabnerkn, nokpuiThie NICHOYHOH 060/104KOji

Market / PoiHox

: Russia / Poccus

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

Cepus Ne : V2500438 Pasmep cepun * 12,00,000 Tab
Analytical Repo“rt No./ . 890001800801 Date of Analysis / . 28.03.2025
AHaJIUTHYeCKHiT oTyeT Ne Harta anaausa

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

JlaTa npousBoacTBa TI'open ao

Mfg. License No. /

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

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

Pase 2 of 9/Crp.2 u3 9

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
bromide / hydrochloride and fenpiverinium bromide | fenpiverinium bromide peaks on the chromatogram
IMutodeHona peaks on the chromatogram of standard | of standard solution (section Assay). / Bpemena
TMAPOXJIOPUA U solution. / Bpemena ynaepxupauus | yIepKUBAHHS OCHOBHBIX [IMKOB Ha
dbennupepuHus OCHOBHBIX MHMKOB Ha XpOMaTOrpaMMe | XpOMAaTOrpaMMeE HCIBITYEMOrO PacTBOPa JOMKHBI
Opomun HCOBITYEMOrO pAacTBOPa COOTBETCTBYIOT | COOTBETCTBOBATH BpEMEHAM yIepKUBaHHs
BpPEMEHAM YAEPXKKHBAHUA OCHOBHBIX MHKOB | OCHOBHBIX NMHKOB MMUTO(EHOHA I'MAPOXJIOpHAA M
nutotdeHoHa TMAPOXJIOpHAA u | (eunuBepuHus OpoMHZAa Ha Xpomarorpamme
dbeHnuBepHHUs Hpomuaa Ha | CTaHOapTHOro pacTeopa (pazmen

XpOMaTorpaMMe CTaHJAPTHOTO PacTBOpa. «KonudecTBeHHOE OonpeleNeHne»).

3 Average weight / 5674 mg/567.4 mr 570.0 mg + 3 % (552.9 mg to 587.1 mg) /
Cpeagnssi Macca 570,0 mr+ 3 % (ot 552,9 mr no 587,1 mr)
TabaeTku

4 Disintegration / 04 min 23 sec / 04 muH 23 cex Not more than 30 min / He 6onee 30 MuH

PacnagaemocTth
5 Dissolution / PacTBopenne
a) Ibuprofen/ Unit-1/ Ta6n.-1 101 % Not less than 70 % (Q) of labeled amount of
Ubynpoden - ibuprofen (Ci3H;30-) is dissolved in 30 minutes. /
Unit-2 / Tabir.-2 103 % Herl)weﬂee 70 % (Q) OT HOMHHAILHOTO COOEPIKAHUSA
Unit-3 / Tabn.-3 103 %

Ilpumeuanue: Ilponyxr

Remarks : The Product confirms to ND /

cOOTBeTCTBYET Tpeboranusam HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /

IMoaroroeneHo: Pravesh Rana

Checked by /
ITpoBepeHo: Pardeep Kumar

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

Amit Kumar N
—
/\ /

Reprint Date /
Hata: 14.07.2025

Reprint Date /
Jara: 14.07.2025

Reprint Date /
Jata: 14.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@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. Sofan, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Novigan, film-coated tablets
INpoaykr: Hosuran®, tabnerku, nokpeiThie niesouHoii 060g04uKoil

Market / Poinok : Russia / Poccus

Batch No./ . Batch Quantity / . 12,00,000 tab /
Cepusi Ne B V2500438 Pasmep cepun © 12,00,000 Tab
Analytical Repourt No./ . 890001800801 Date of Analysis / . 28.03.2025
AHaTHTHYeCKHIT oT4eT Ne Jdara anannsa

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

JlaTa npou3BOACTBA TI'ogen go

Mfg. License No. /
IIpoussoacreeHnas
JHIeH3HA Ne

: MNB/05/263

MA number: / Homep PY

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

Analysis performed according ND No. / Auaans nposeaed no HJL Ne: JIII-Ne(005665)-(PT-RU)-100624

Page30f 9/ Crp.3 n39

Unit-4 / Tabn.-4 103 % ubymnpogdena (C13His02) ROMDKHO pacTBOPHUTHCS 3a
Unit-5 / Tab1.-5 102 % 30 .
Unit-6 / Ta6n.-6 102 %

b) Pitofenone Unit-1/ Tabn.-1 107 % Not less than 75 % (Q) of the labeled amount of
hydrochloride / - pitofenone  hydrochloride  (C22H»sNO4-HCI)
[MTurodeHoHa Unit-2/ Ta6n.-2 104 % dissolved in 30 minutes. / He menee 75 % (Q) ot
THAPOXJIOPHI Unit-3 / Ta6.-3 105 % HOMHHAIILHOTO cofepKaHus nurodeHoHa

- - ruapoxjiopuaa (C22H2sNO4HCI) JOJKHO
Unit-4 / Tabn.-4 103 % pacTBOPHTELCA 32 30 MUH.
Unit-5 / Ta6n.-5 102 %
Unit-6 / Tabn.-6 105 %
6 Related substances / PoacTBeHHble puMecH

Any single impurity /| Below BDL / Hibke nopora perucrpaunu Not more than 0.3 % /

JlroGas eguHUYHas He 6onee 0,3 %

npHUMech

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

Cymma nipumeceit He 6onee 0,7 %

7 Microbial purity* / MukpoGuoaoruyeckas uucTora¥

Remarks : The Product confirms to ND /
ITpumeuanne: IIpoaykT cooTsercTByeT TpedoBanusam HJL

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

JHata: 14.07.2025

Hara: 14.07.2025

LPrepared by / Checked by / Approved by: Manager / Executive /
IToarotorneHo: Pravesh Rana IIporepeHo: Pardeep Kumar Ono6peno: Menemxkep / PykoBoguTens
f Amit Kumar A
) — ' — //
Reprint Date / Reprint Date / Reprint Date /

Hara: 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: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Qf‘

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

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

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIN3A

Product : Novigan, film-coated tablets
Mponykt: Hosuran®, TabaeTku, NOKphIThIE MJIEHO4HO# 0605104K0#

Market / PoiHok : Russia/ Poccns
Batch No. / . Batch Quantity / . 12,00,000 tab /
Cepus Ne E WR2S0UASS Pa3mep cepun © 12,00,000 Tab

Analytical Report No. /
AHaJauTHYeCKHIT oTueT Ne

: 890001800801
JlaTa aHaau3a

Date of Analysis /

: 28.03.2025

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

JaTta npou3BoAcTBa I'ogen go

Mfg. License No. /

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

JnueH3us No

Analysis performed according ND No. / Auaans nposeaen mo HJ1 Ne: JITI-Ne(005665)-(PI'-RU)-100624

Page 4 of 9/ Cip.4u3 9

a) Total aerobic NA Not more than 10° CFU/g /
microbial count / He 6Gonee 10° KOE/r
O61ee uncno
a’po0HBIX
MHUKpPOOPTaHH3MOB
b) Total combined NA Not more than 10° CFU/g /
yeasts and mould He 6onee 10> KOE/r
count / Ob1ee
YHCIIO
IPOXOKEBBIX U
TUIECHEBBIX
rpuboB
¢) E. coli NA Shall be absent in 1g /
JIOMmKHBI OTCYTCTBOBATL B 1 T
8 Uniformity of dosage units / OgHopoaHOCTL A03HPOBAHHS
Ibuprofen / 14 Acceptance value (AV) should be not more than
Hbynpoden 15.0. / Tlokasatens npuemnemMoct (AV) gomxkeH
ObITh He 6oniee 15,0
Pitofenone 4.3 Acceptance value (AV) should be not more than
hydrochloride / 15.0. / ITokazatens npHemsieMocTH (AV) foikeH
ObITE He 6onee 15,0

Remarks : The Product confirms to ND /
Ipumeuanue: [Iponykt cooTBeTcTBYET TpebGoBanusm HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /

Ioaroroeneno: Pravesh Rana

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager / Executive /
Ono6peno: Menenxxep / Pykoroaurens
Amit Kumar N

/\//

Reprint Date /
JHata: 14.07.2025

Reprint Date /
Jara: 14.07.2025

Reprint Date /
Hara: 14.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500634, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q:.

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®UKAT AHAJIU3A

Product : Novigan, film-coated tablets

Ipoaykr: HoBuran®, Ta6eTku, OKpPbLITHIE MJIEHOYHOIT 060/104KOii

Market / PoiHok : Russia / Poccus

auueH3us Ne

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

Cepns Ne § V2500488 Pazmep cepun * 12,00,000 Tab
Analytical Repourt No./ . 890001800801 Date of Analysis / . 28.03.2025
AHAJHMTHYeCKMIi oTyeT No Jata aHanau3a

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

Jara npousBoacrsa Tonen o

Mfg. License No. /

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

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

Page50of 9/ Crp.5u3 9

ITutodeHoHa
THAPOXIIOPUA
Fenpiverinium 5.2 Acceptance value (AV) should be not more than
bromide / 15.0. / ITokazaTens nprueMsieMocTH (AV) nomkeH
DeHnuBepHHUA 6bITh He 6onee 15,0
6pomun
9 Assay / KoninyecTBeHHoOe omnpeaesienne
Ibuprofen / 404.0 mg/ 404.0 mMr From 384.0 to 416.0 mg of Ci3H;30- (ibuprofen)
Ubynpoden per tablet. /
Ot 384,0 no 416,0 mr C3H,30: (ubynpogen) B
TabneTKe.
Pitofenone 5.012mg/5.012 mr From 4.5 to 5.5 mg of C2xHasNO4 HCI (pitofenone
hydrochloride / hydrochloride) per tablet. /
INMuTodeHona 0t4,5 no 5,5 mr C2xHasNOy-HCI (nurogenoHa
THIPOXJ0PUL rUOPOXJIOpUN) B TabneTke.
Fenpiverinium 0.1002 mg / 0.1002 mr From 0.09 to 0.11 mg of C22H29BrN2O
bromide / (fenpiverinium bromide) per tablet.
DeHNUBEPHRUS Ot 0,09 1o 0,11 Mr C2:HaoBrN>O (deHnuBepuHus
6pomun 6pomun) B TabneTke.

Remarks : The Product confirms to ND /

Ipumeuanue: ITponykT coorsercTByeT Tpebopanuam HJJ

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by /
IToarorosneHo: Pravesh Rana {

Checked by /
[Mposepeno: Pardeep Kumar

Qﬂ—’f

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

Amit Kumar /k'

—

Reprint Date /
Jlata: 14.07.2025 Jara:

Reprint Date /

14.07.2025

Reprint Date / J

Hara: 14.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

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

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

Product : Novigan, film-coated tablets
Hpoayxt: Hosurau®, TaésieTKu, NOKPbITHIE MJ1EHOUYHOI 060,1049KOii

Market / PeiHok

: Russia / Poccus

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

Cepus Ne » V2500488 Pazmep cepuu © 12,00,000 Tab
Analytical Repo“rt No./ . 890001800801 Date of Analysis / . 28.03.2025
AHaJuTHYeCKHH oTYeT No JlaTa ananunza

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

JlaTa npoH3BoACTBA I'ogen xo

Mfg. License No. /

IIponsBoacTBeHHAN : MNB/05/263 MA number: / Homep PY : JIII-Ne(005665)-(PI'-RU)
auueH3us Ne

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

Page 6 of 9/ Crp. 6 M3 9

10 Package /
YnakoBka

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
TabneTrok B ONHCTep W3 ATOMHHHEBOMH
tonbruy, JIAMUHHPOBAHHOM
OPHEHTHPOBaHHLIM MOIMAMHIOM u
NOJHBUHUAXIOPUAOM/aJIFOM HHHEBOH
doneru. ITo 2 6auctepa ¢ HHCTPYKLUMEN MO
NPUMEHEHHUIO B NaUKy KapTOHHYIO.

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 Tabnerok B 6mucrep M3
TMONMBUHHJIXJIOPUIIHOM TUICHKY/ aNOMUHUEBOH
donery unu B GIKMCTEP M3 ANOMHUHUEBOH Qonbry,
JIaMMHHPOBAHHOM OPHEHTHPOBAHHBIM IOJUAMHAOM
Y TIOJIMBUHUIXJIOpHAOM/ amoMuHueBroil ¢onsru. ITo
1 wiu 2 6nucrepa ¢ HHCTPYKLUMEH MO [PHMEHEHHIO
B 24Ky KapTOHHYIO.

11 Labeling / Complies as prescribed / | According to ND/
Mapkuposka CooTBeTcTBYET TpeOOBAHUAM B cooteerctenu ¢ HJJ
12 Storage At temperature below 25°C / Tlpu TeMmneparype He Boite 25 °C.
conditions /
Xpanenue

13 Shelf life / Cpox

TFrOOAHOCTH

5 years/ 5 ner

* _ 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. /
* - [IpOBOAMTCSH MPOH3BOUTENEM MPH BBHIMYCKE MEPUOAHYCCKH: AJIA Kaxaoii 20-0ii cepun win He menee 1 pasa B roa. llokazarens
MO3KeT ObIThH He BK/IOYeH B cepTHHUKAT aHaIn3a GupMbI.

Remarks : The Product confirms to ND /
Ipumeuanne: I[IpoaykT cooTBeTcTBYET TpeboaHusm HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /

IMoarorosnero: Pravesh Rana

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoaurens

Amit Kumar /\

—

Reprint Date /
Hara: 14.07.2025

Reprint Date /

JHara: 14.07.2025

Reprint Date /
Hata: 14.07.2025

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

www.drreddys.com




Dr.Reddy’s “:’.

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

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
Product : Novigan, film-coated tablets
IlpogykT: Hosurau®, TabneTkH, NOKpPLITLIE MJ1EHOYHOH 060J1049K0#
Market / Peinox : Russia / Poccnsa
Batch No. / . Batch Quantity / . 12,00,000 tab /
Cepust Ne 3/ V2500488 Pa3zmep cepun © 12,00,000 Tab
Analytical Repo“rt No./ . 890001800801 Date of Analysis / . 28.03.2025
AHanHTHYECKHH oTHeT No Jata ananusa
Date of Manufacture / © 02/2025 Date of Expiry / . 01/2030
JlaTa npou3BOACTBA TI'ogen go
Mfg. License No. /
IIponseBoacrBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(005665)-(PT-RU)
auueH3us Ne
Analysis performed according ND No./ Auanu3s nposeaed nmo HJL Ne: JITI-Ne(005665)-(PI'-RU)-100624

Page70f9/Crp. 713 9

API name / HaumeHnoBaHue ADC: Hbynpoden InTodenon (DeHm.dBeP".Hm 6p0M.ml/
Fenpiverinium bromide
INN / MHH: Ibuprofen Pitofenone Fenpiverinium bromide
ﬁﬁiZ‘La?efﬁf.tﬁﬁf..i’iﬁfi.i'l’ﬂber / PONZS 80572, PF/375 FA/213
ADC: 1201/23/A-0574
FP Manufacturer API Batch
number / FEQA00085,
Homep cepun cyOcTraHuun FEQA00084 FENA04837 HENROZSS0
nponssoauteas I'JID:
IOL Chemicals and .
Pharmaceuticals Ltd., |R.L. Fine Chem Pvt. Ltd., India / D Ch?m T Iotcl,
API Manufactured by & country / ) . India/
India / UOJI Kemukanc P. JI. ®aiiu Kewm Iler. JITA., N
IlpousBoautens A®C, crpana: P. JI. ®aiin Kewm IlsT. JITA,,
a1 PapMacbIOTUKAIIC Wnpus
Huans
JItn., Ungus

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

ITpumeyanne: IIpogykr cooTBeTcTBYET TpeboBaHuam HJT 3akawuyenne: OJIOBPEHO

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

Toarotoeneno: Pravesh Rana IIpoeepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoaurens
/f Amit Kumar /\

Reprint Date / Reprint Date / Reprint Date /

JlaTa: 14.07.2025 Jara: 14.07.2025 Jara: 14.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr. Reddy's Laborateries Ltd.

‘..
’ °® Formulation Unit-6
Dr‘ Reddy S L Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Product : Novigan, film-coated tablets
Mpoaykr: Hopuran®, TaéieTkH, NOKpbITHIE MIEHOUHOI 060J104K0ii
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 12,00,000 tab /
Cepus Ne P V2500488 Pasmep cepun ©12,00,000 Tab
Analytical Repog‘t No./ . 890001800801 Date of Analysis / . 28.03.2025
AHaJIUTHYeCKHii oTueT Ne Jara anannza
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2030
JlaTa npoH3BOACTBA Togen no
Mfg. License No. /
ITpousBoacTBEHHAS : MNB/05/263 MA number: / Homep PY  : JHI-Ne(005665)-(PI'-RU)
anuensus Ne
Analysis performed according ND No. / Anaqu3s nposeaed mo HJI 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

HaumeHoBaHue, agipec U HOMep (License No MNB/05/263) /

JIMIEH3UH MJI0IIAAKH,
0oCyLeCTBJIA 0L EH

ﬂp0H3BO}JCTBO/KOHTp0J'll>

KavyecTBa/Boinyck I'JI®

IIpousBoacTeeHHOE Moapasznenenue-6, Bumi. Kxons, Hanarapx Poya, banau, JIMcTpUKT
Conan, X.I1., 173205, Unaus (JInuensus 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. 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».

Remarks : The Product confirms to ND / Conclusion : APPROVED /
Npumeyanue: Iponykt cooTeeTcTRYET Tpeboanusam HJL 3akawyenune: OJJOGPEHO
Prepaied by / Checked by / Approved by: Manager / Executive /
IToarotoenexo: Pravesh Rana [Ipoeepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosogurens
e Amit Kumar /__,-'&‘
’ Qf—-’c: /\ -
Reprint Date / Reprint Date / Reprint Date /
Jlara: 14.07.2025 Jara: 14.07.2025 Jara: 14.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hvderabad - 500034, Teiangana, india
Tel: +91 40 4500 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




q.. Dr. Reddy's Laboratories Ltd.

’ @ 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
CEPTUO®UKAT AHAJIU3A

Product : Novigan, film-coated tablets
INpoaykr: Hosuran®, TabsieTkH, NOKpLITHIE MJIeHOYHOH 060/104KO¥H
Market / Peinok : Russia / Poccus
Batch No. / N Batch Quantity / . 12,00,000 tab /
Cepus Ne § V2500438 Pa3smep cepun © 12,00,000 Tab
Analytical RepO}‘t Neo./ . 890001800801 Date of Analysis / . 28.03.2025
Aunanurnyecknii oruer No JlaTa ananusa
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2030
JlaTa npon3BoACTBA T'ogen g0
Mfg. License No. /
IMpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(005665)-(PT-RU)
Juuensus Ne
Analysis performed according ND No. / Anaans nposeaen mo HJI Ne: JITI-Ne(005665)-(PT'-RU)-100624

Page 9 of 9/ Crp. 9139
3ak/a0ueHde O COOTBeTCTBMH: HacTosuMm s MOATBEPXKAAKD, YTO MpHUBENEHHAs Bbille HHGOpMaUUs sBISETCA
JIOCTOBEPHOU U TOYHOU. DTa cepus MPOAYKLHMH Mpou3Be/ieHa (BKIfO4as YIaKOBKY (MapKUPOBKY) U KOHTPOJIb KaueCTBa)
Ha BBILIEYKAa3aHHOM MpPOMU3BOJCTBEHHON MiolaaKe (IIOUIAAKAX) B TMOTHOM COOTBETCTBHM C TpeboBaHusamu IIpasun
HajIexallel Npou3BOACTBEHHOM npakTuku EBpasuiickoro sxoHoMuveckoro corsa (Ne GMP/EAEU/RU/00554-2022 ot
23 wona 2022) u TpeOOBaHUSMU KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CpPEACTB, d TakkKe B COOTBETCTBHM CO
creuGHUKAlKAMHE, COAEPHKAUIUMUCS B PETUCTPALHOHHOM JOCHE CTPAaHbI-UMIIOPTEPA. 3allUCH 110 IPOU3BOACTBY, YNaKOBKE
W aHaNW3y MpPOBEPEHbl, W YCTAHOBIEHO WX COOTBETCTBHE TpeOoBaHusM [lpaBun Haanexained IPOU3BOACTBEHHOM
NpakTHKHN EBpa3suiickoro 3KOHOMHUYECKOTO COK03a».

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

Ilpnmeyanue: [IpoaykT cooTBeTcTBYET TpeboBaHuaM HJJ 3aknouenne: OJOBPEHO

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

IMoaroroeneno: Pravesh Rana IporepeHo: Pardeep Kumar OnoGpeno: Menemxkep / PykoBoaurenn
7 Amit Kumar A

Reprint Date / Reprint Date / Reprint Date /

Jara: 14.07.2025 Jara: 14.07.2025 JHara: 14.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



