Dr.Reddy’s ‘,’:’.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
Tel - +51 53166 5600102

www.drreddys.com

Product : Novigan, film-coated tablets

Npoaykr: Hoeuran®, TadieTku, NOKPLITHIE MJIEHOYHOIT 060J104KOM
2 e

Market / Poinox : Russia / Poccus

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

Cepus Ne # V2501006 Pasmep cepun © 12,00,000 Tab
Analytical Repovrt No./ . 890001811921 Date of Analysis / . 27.05.2025
AHANNTHYECKNI oTUyeT Ne JlaTa anaJjin3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2030

JlaTa npon3BoACTEA I'open no

Mfg. License No. /

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

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

Pagel1of9/Crp.1m39

Ne Test/ Result / PezyabTartsl Specification / Hopma
IokazaTenn
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. / Kpyrmwie | white to  off-white core. /  Kpyrsble
JBOSKOBBINYKbIE Ta0NETKH, MOKPBITHIE | HOBOSKOBBINYKJIbIE TabJIeTKH, TIOKPBITBIE
MJIEHOYHON 060JIOYKOH Oeoro LBeTa, ¢ | MIEHOYHON  obosoukoit  Oesoro  uBera, ¢
tucnenreM NOVIGAN Ha ofHoit ctopore. | Tuchennem NOVIGAN wua onHo# cropone. Ha
Ha mnomepedyHoM pa3pese fApo 0esoro | FOMEpevyHOM paspese Afpo OT Geforo [0 MovTH
uBera. 6esnoro LBeTa.

2 Identification / [ToganHHOCTH

2a Ibuprofen /
Hb6ynpoden

The retention time of the main peak on the
chromatogram of test solution corresponds
to the retention time of the main peak on the
chromatogram of ibuprofen standard
solution. / BpeMs yaep>XUBaHHS OCHOBHOIO
MUKa Ha XpOMAaTOTpamMMe HCTIEITYEMOrO
pacTBopa COOTBETCTBYET BpPEMEHU
yOEPXKMBAHHA ~ OCHOBHOrO  NHMKa  Ha
XpoMaTorpaMMe pacTBOpa CTaHIAPTHOrO

obpasua ubynpodena.

The retention time of the main peak on the
chromatogram of test solution should correspond to
the retention time of the main peak on the
chromatogram of ibuprofen standard solution
(section Assay)./ Bpemsa ynepxuBaHHsi OCHOBHOTO
NMKa Ha XpPOMAaTOrpaMMe UCIBITYEMOTO pacTBOpa
JIOJKHO COOTBETCTBOBATh BPEMEHH YIEPIKUBAHUA
OCHOBHOI'O MMHKAa Ha XpoOMaTorpaMMe pacTBOpa
craHjapTHoro o6pasua uOynpodena (pasnen
«KonuuecTBeHHOE OnpelesICHUE).

Remarks : The Product confirms to ND /
Npumeyanne: [Iponykt cooTseTcTByeT Tpebosanusm HJT

Conclusion : APPROVED/
3axmouenne: OJIOBPEHO

Prepared by /
IToarorosneno: Shivani

Checked by /
[TpoBepeno: Pardeep Kumar

Approved by: Manager / Executive /
Ono6peno: Menemxep / PykoBonurens
Amit Kumar w

f".--./r
-

P
M
Reprint Date /

Hara: 27.05.2025

Reprint Date /
JHata: 27.05.2025

Reprint Date /
Jara: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India

Tel: +91 40 4900 2300, Fax: +31 4C 4900 2999, Email:
CiN: L85195AP1584PLC004507
www.drreddys.com

mail@drreddys,com




Dr.Reddy’s €3¢

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 AHAJIU3A

Product : Novigan, film-coated tablets
g
IpoayKT: Hosuran®, Tab/ieTKkn, NOKPHITHIE IUIEHOYHOM 000J104K0#

Market / Peinok : Russia / Poccust
Batch No. / . Batch Quantity / . 12,00,000 tab /
Cepust Ne + V2501006 Pa3mep cepun * 12,00,000 Tab

Analytical Report No. /
A”aanTnyeckuii oruer Ne

: 890001811921

Jara ananunza

Date of Analysis /

: 27.05.2025

Date of Manufacture /

Date of Expiry /

JaugeH3Ha No

: 04/2025 ¢ 03/2030
Jdata npon3BoacTBa I'ogen oo
Mfg. License No. /
IlpousBoacTeeHnas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(005665)-(PT-RU)

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

Page2 of 9/ Crp. 239

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
[MurodeHoHa peaks on the chromatogram of standard | of standard solution (section Assay). / Bpemena
THAPOXJIOPUIL U solution. / BpemeHa ynepuBaHdsA | YAEpKUBaHHA OCHOBHBIX MUKOB Ha
deHnuBepuHUs OCHOBHBIX [MMKOB Ha XpOMAarorpamMe | XpOMarorpaMme HCIBITYEMOrO pacTBOpPa JOJKHEL
Gpomun HCIBITYEMOTO pacTBOpa COOTBETCTBYIOT | COOTBETCTBOBATH BpeMeHaM yAEpXKUBAHUA
BpEMEHAM YIEP)KUBAHUS OCHOBHBIX [IMKOB | OCHOBHBIX IMHUKOB MUTO(QEHOHA THAPOXJIOPHAE W
nurodeHoHa THAPOXJIOpUAA 4 | ¢eunuBepuHHs OpoMHIa Ha XpoMaTorpamme
(deHnyBepUHHA 6pomua Ha | CTaHIapTHOTO pactBopa (pazzen

XpOMaTOrpaMMe CTaHAAPTHOTO PacTBOpa. «KosinyecTBEHHOE ONPEICACHHED).

3 Average weight / 570.3 mg/570.3 mMr 570.0 mg + 3 % (552.9 mg to 587.1 mg) /
Cpennsist Mmacca 570,0 mr = 3 % (ot 552,9 mr go 587,1 mr)
TabneTkn

4 Disintegration / 02 min 19 sec / 02 muH 19 cex Not more than 30 min / He 6onee 30 MmuH

Pacnagaemoctnb

5 Dissolution / Pacteopenue

a) Ibuprofen/ Unit-1 / Ta6n.-1 102 % Not less than 70 % (Q) of labeled amount of
Ubynpoden - ibuprofen (C3H;30.) is dissolved in 30 minutes. /
o Unit-2 /" Tat.-2 101% He menee 70 % (Q) OT HOMMHAJIBHOTO COAEPIKAHHS

Remarks : The Product confirms to ND /
Ipumeuanne: ITpoaykT coorBercTByeT Tpebopanuam HII

Conclusion : APPROVED /
3axumwyenne: OJIOBPEHO

Prepared by /
IMoarorosneno: Shivani

il

Checked by /
ITporepeno: Pardeep Kumar

Approved by: Manager / Executive /
Ono6peno: Menemxkep / Pykosoaurtens

Amit Kumar “
/\/ "

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Jara: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email:

CIN: L85195AP1984PLLC0O04507
www.drreddys.com

mail@drreddys.com




Dr.Reddy’s ‘,‘:’.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

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

Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei:+91 95166 560601-02
www.drreddys.com

Product : Novigan, film-coated tablets

Mpoayxr: Hosuran®, Taé/ieTKy, NOKPLITHIE NJIEHOYHOH 060104KOMH

Market / PoiHok : Russia/ Poccus

Batch No. / . Batch Quantity / . 12,00,000 tab /
Cepust No ¢ V2SOI05 Pasmep cepun * 12.00.000 Tab
Analytical Repovrt No./ . 890001811921 Date of Analysis / . 27.05.2025
AHaNMTHYECKHIT oTueT Ne JlaTa aHanu3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2030

Jlata npon3BoACcTEA I'open oo

Mfg. License No. /
IlpousBoacreeHHasn
aunenzus N

: MNB/05/263

MA number: / Homep PY

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

Analysis performed according ND No. / Auaaus nposeaen no HJL Ne: JIT-Ne(005665)-(PI'-RU)-100624

Page3 of 9/Crp.3u3 9

Unit-3 / Tabn.-3 101 % ubynpodena (C13H1s02) nomKHO pacTBOpHTbCA 32
Unit-4 / Ta6n.-4 101 % 50

Unit-5 / Tabn.-5 101 %

Unit-6 / Tabn.-6 101 %

b) Pitofenone Unit-1/ Tabmn.-1 102 % Not less than 75 % (Q) of the labeled amount of
hydrochloride / : - pitofenone  hydrochloride  (C22H2sNO4-HCI)
[MurodeHoHa Unitt-2 / Talin=2 Lol % dissolved in 30 minutes. / He menee 75 % (Q) ot
THIIPOXJIOPHL, Unit-3 / Ta6bmn.-3 101 % HOMMHAJILHOTO copepxKaHus nuTogeHoHa

- - TUAPOXJIOpHIA (C>»H2sNO4-HCI) JIOJKHO
Unit-4 / Tabn.-4 101 % pacTBOpUTHCA 32 30 MUH.
Unit-5 / Tabn.-5 101 %
Unit-6 / Tabn.-6 101 %
6 Related substances / PoacTBeHHbIE IPHMECH

Any single impurity /| Below BDL / Hike nopora perucrpauqu Not more than 0.3 % /

JIrobas equHu4YHAs He 6oiee 0,3 %

npuMech

Total impurities / Below BDL / Huxe nmopora pericTpaumu Not more than 0.7 % /

CyMMa npumMecei He 6onee 0,7 %

Remarks : The Product confirms to ND /

Conclusion : APPROVED /

Ipumeuaune: [Ipoaykr coorseTcTBYeT TpeGosanuam HJI

Zakmwouyenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Shivani

bt

Checked by /
[TpoeepeHo: Pardeep Kumar

Approved by: Manager / Executive /
Ono6peno: Menemxkep / PykoBoauTes

Ami

mit Kumar .
-

J\ g

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Jara: 27.05.2025

Reprint Date /
Jlara: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P.,, 173 205, INDIA
Tel . +51 93166 56001-02

www.drreddys.com

Product : Novigan, film-coated tablets
Npoaykr: Hosuran®, Tabnerku, NOKpbIThIE IEHOYHOMN 060J04KOii

Market / PoiHOK : Russia / Poccus

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

Cepus Ne B 2B Pa3mep cepun *12,00,000 Ttat

Analytical Repovrt No./ . 890001811921 Date of Analysis / . 27.05.2025
AHanuTu4eckHii oTuet Ne JlaTa aHaau3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2030

JaTa npou3BoacTBa I'ogen m0

Mfg. License No. /

TponsBoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIH-N2(005665)-(PI'-RU)
JuueH3Hs Ne

Analysis performed according ND No. / Anaau3 nposeaen nio H/I Ne: JI1-Ne(005665)-(PI'-RU)-100624

Page 4 of 9/ Crp. 43 9

7 Microbial purity* / Mukpo6uojoruyeckasi Y4ucTtora*
a) Total aerobic NA Not more than 10° CFU/g /
microbial count / He 6onee 10° KOE/r
O6uiee uueno
a3poOHBIX
MHKPOOPraHH3MOB
b) Total combined NA Not more than 10°> CFU/g /
yeasts and mould He 6onee 10> KOE/r
count / Obee
YUCIIO
IPOXIKEBBIX U
NUIECHEBBIX
rpuboB
c) E. coli NA Shall be absent in 1g/
JIoMKHBL OTCYTCTBOBATE B 1 T
8 Uniformity of dosage units / OAHOPOAHOCTL A03MPOBAHUS
Ibuprofen / 1.2 Acceptance value (AV) should be not more than
HUbynpoden 15.0. / ITokasarens npueMyieMocTH (AV) D0/KEH
6bITh He Gonee 15,0

Remarks : The Product confirms to ND /
IMpumeuanue: [Ipoaykr coorseTcTByeT TpeboBanusaM HIT

Conclusion : APPROVED /
3akawyenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Shivani

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager / Executive /
Ono6Gpeno: Menemxep / PykoBoauresns

Amit Kumar A
o
/\( /

Reprint Date /

Hara: 27.05.2025

Reprint Date /
Harta: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s €3¢

Dr. Reddy's Laborateries Ltd.

Formulation Unit-6

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

- el ela Y -
Tel : +91 93166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Novigan, film-coated tablets
Tpoaykr: Houran®, TaésieTky, MOKPLIThie NIEHOYHOH 000104KOi

Market / Pbinok : Russia / Poccust

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

Cepus Ne £ V2501006 Pasmep cepun © 12,00,000 Tab

Analytical Repourt No./ . 890001811921 Date of Analysis / . 27.05.2025
AHamuTuueckuii oTyeT Ne Jlata ananu3za

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2030

JlaTa npou3BoAcTBa I'ogen ao

Mfg. License No. /

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

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

Page 5 of 9/ Crp. 5m3 9

Pitofenone 5.2 Acceptance value (AV) should be not more than
hydrochloride / 15.0. / Tokazarens npuemaeMoct (AV) nomxen
[Turodenona 6b1Th He Honee 15,0
CHAPOXJIOPUNL
Fenpiverinium 4.0 Acceptance value (AV) should be not more than
bromide / 15.0. / Tlokasatens npuemsieMoctH (AV) J0mKeH
deHnuBepHHUa obITh He Hoee 15,0
6poMun
9 Assay / KosinuecTBeHHOe onpeaejieHHe
Ibuprofen / 397.2 mg/397.2 Mr From 384.0 to 416.0 mg of C;3H;30- (ibuprofen)
HbynpodeH per tablet. /
Ot 384,0 no 416,0 mr Cy3H,30- (ubynpoden) B
TabneTke.
Pitofenone 5.063 mg/ 5.063 mr From 4.5 to 5.5 mg of C22HasNO,4-HCI (pitofenone
hydrochloride / hydrochloride) per tablet. /
ITutodenona Ot 4,5 10 5,5 mr C2xHasNO4HCI (nutodenona
THAPOXJOPUIL rUAPOXJIOpPHA) B TabNETKeE.
Fenpiverinium 0.1012 mg/0.1012 mr From 0.09 to 0.11 mg of Ca2HayBrN-O
bromide / (fenpiverinium bromide) per tablet.

Remarks : The Product confirms to ND /
Tpumeuanue: Ipoaykt cooTseTcTBYeT TpeboBanuam HJ

Conclusion : APPROVED /
3aknwuenue: OJJOGPEHO

Prepared by /
IToarotosineno: Shivani

b1

Checked by /
Ipoeepeno: Pardeep Kumar

1
)

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

Amit Kumar
e L
N

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Hata: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2939, Email: mai!@drreddys.com

CIN: L85195AP1584PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
Tei : +91 93166 56051-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Novigan, film-coated tablets
Mpoayxr; Hopurau®, Ta6/1eTKH, MOKPLIThIE MJIEHOYHOH 060104KO0H

Market / Poinox : Russia / Poccust

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

Cepus Ne B V2501005 Pasmep cepun © 12.00,000 Tab
Analytical Repourt No./ . 890001811921 Date of Analysis / . 27.05.2025
AnanuTHueckuii oryeT Ne JlaTa anaausa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2030

JlaTa npou3BoAcTBa I'ogen no

Mfg. License No. /

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

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

Page 6 of 9/ Crp. 6 13 9

aluminum foil blister. 2 blisters and patient
information leaflet in a carton pack. / Io 10
TabneToKk B OJKUCTEp U3 AIOMMHUEBOH
¢donbr, JIaMHHHUPOBAHHOM
OpPHEHTHPOBAHHBIM NONIHAMHUAOM 7
TI0JIH BHHHJIXJIOPHAOM/aTIOM UHHEBOK
¢donsru. Ilo 2 6nucTepa ¢ MHCTPYKUMEH IO
NPHUMEHEHHIO B MUKy KapTOHHYIO.

dennuBepuHUs Ot 0,09 1o 0,11 mr Ca2Ha9BrN>O (dennmpepunns
6pomun 6pomun) B TabneTKe.

10 Package / 10 tablets in a aluminum foil laminated with | 10 tablets in a polyvinyl chloride film/aluminum foil
Yunakoska oriented polyamide and polyvinyl chloride / | 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 Gnuctep u3
MOJIMBUHHIIXJIOPUAHOM TUIEHKW/ aTFOMHUHUEBOM
doneru unu B Gavcrep M3 anOMHUHMEBOH (OJBIH,
JTAMUWHUPOBAHHOH OPUEHTHPOBAHHBIM NOJIMAMHIOM
¥ NOJNIMBUHUIXJIOPHIOM/amoMuHHeBoit ¢oisru. Ilo
1 win 2 6arcrepa ¢ UHCTPYKUMEH N0 TPHMEHEHHIO
B [aYKy KapTOHHYIO.

Xpanenue

conditions /

11 Labeling / Complies as prescribed / | According to ND /
MapxkupoBka CooTteeTcTBYET TpeOOBaHHAM B cooteerctBuu ¢ HJ|
12 Storage At temperature below 25°C / IIpu TemnepaType He Bbile 25 °C.

TFOAHOCTH

13 Shelf life / Cpox

5 years/ 5 ner

Remarks : The Product confirms to ND /
Ipumeuanue: [Iponykt cootBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axaouenue: OJJOBPEHO

Prepared by /

Checked by /

TToarorosneHo: Shivani

[posepeno: Pardeep Kumar

4=

Approved by: Manager / Executive /
OnobpeHo: Menemxkep / PykoBogurens
Amit Kumar \

S

AT
Reprint Date /

Jara: 27.05.2025

Reprint Date /

Jara: 27.05.2025

Reprint Date /
Hata: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




P Dr. Reddy's Laboratceries Ltd.
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Formulation Unit-6
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Dr. Reddy S Q .. vVill, Khol, Nalagarh Road, Baddi,
’ Disit. Solan, H.P., 173 205, INDIA

P N o047 R 1
Tel: +91 98166 5600102

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJII3ZA

Product : Novigan, film-coated tablets

Mpoayxt: HoBuran®, Ta6aeTkH, MOKPBITHIE NJIEROYHOIH 060,104KOii

Market / PoiHOK : Russia/ Poccus

Batch No. / . Batch Quantity / . 12,00,000 tab /
Cepus Ne : V2SUlS Pazmep cepun ©12.00,000 Tab
Analytical Repovrt No./ . 890001811921 Date of Analysis / . 27.05.2025
AHAJMNTHYECKHH oTyeT Ne JlaTra aHanuza

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2030

JlaTa npou3BOACTBA I'ogen a0

Mfg. License No. /

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

Analysis performed according ND No. / Auanus nposesen no HJ/I Ne: JIII-Ne(005665)-(PI'-RU)-100624

Page 70f 9/ Crp. 7n3 9

* _ 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. /
* _ [IpoBoANTCS NPOH3BOAMTEIEM NPM BHINYCKE MEPHOJMYECKH: As KakA0ii 20-0ii cepuu WK He Menee 1 pasa B roa. [fokazarean

Mo:KeT ObITb He BKI0YeH B cepTHdHKAT aHATH3a GUPMBI.

®ennuepunus Gpomun /

API name / Haumenosanue ADC: HbynpodeH [TutodeHoH Fenpiverinium bromide
INN / MHH: Ibuprofen Pitofenone Fenpiverinium bromide
API manufacturer batch number /

Homep cepuy NpoH3BOANTENA PIBM240242 PF/376 FA/213

ADC:

FP Manufacturer API Batch

number / FESA00154 FENA05395 FENR04553

Homep cepuu cy6cTaHUHH
npousBoautes I'JID:

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

Ipumeuanne: IIpoaykt cooTBeTcTBYET TpeboBanuam HIL 3axmouenne: OJJOBPEHO

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

[Moxrorosneno: Shivani [poBepeHo: Pardeep Kumar OnobpeHo: Menemxkep / PykoBoourens

g Amit Kumar \

ﬁ ’ 4”5’ [\/ —

Reprint Date / Reprint Date / Reprint Date /

Hara: 27.05.2025 Jara: 27.05.2025 Hata: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLLC004507
www.drreddys.com



Dr.Reddy’s ‘,’.

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

Vill, Khol, Nalagarh Road, Badd),
Distt. Soian, H.P.,, 173 205, INDIA
Tei : +51 95166 5600152

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTN3A

Product : Novigan, film-coated tablets

Npoayxr: Houran®, Ta61eTkH, NOKpbIThIE NJIEHOYHOH 060/104K0#

Market / PoiHOK : Russia / Poccus

Batch No. / . Batch Quantity / . 12,00,000 tab /
Cepus Ne : V2501006 Pasznep cepun * 12,00,000 Tab
Analytical Repog‘t No./ . 800001811921 Date of Analysis / . 27.05.2025
AHAJNTUYECKHIT oTyeT No JlaTa aHaJiu3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2030

JaTta npoM3BoJCTBA I'ogen go

Mfg. License No. /

IpoussoacTeenHan : MNB/05/263 MA number: / Homep PY  : JIII-Ne(005665)-(PI'-RU)
JuneH3ns Ne

Analysis performed according ND No. / Auaaus nposeaen no H/1 Ne: JITI-Ne(005665)-(PT-RU)-100624
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API Manufactured by & country /
Hpoussoautens, ADC, crpana:

Solara Active Pharma
Sciences Limited, India /
Conapa DkruB ®apma
Caiiencus Jlumuren,
Hunus

R L Fine Chem Pvt. Ltd., India / R L Fine Chem Pvt. Ltd,,

. India /
P JI ®aiin Kem IleT. JITO., P JI Qaitn Kem [Tst. JITa.,
Hunus
Hupus

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

HaumeHnoBaHue, aapec 1 HOMeEp
JIMUEH3HH IIOIAJKH,
ocyiecTBJIAIOL e
NpPOU3BOACTBO/KOHTPOJb
xauecrBa/Bpinyck IJI®

Formulation Untit-6, Vill.

Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205, India
(License No MNB/05/263) /

TTpousBoacTBEHHOE Noapasaenenue-6, Bumt. Kxons, Hanarapx Poya, bannuy, JIUCTpUKT
Conan, X.I1., 173205, Unnusa (JInuenzus 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 /
IIpumeuanue: Ipoaykr cooTBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3aknwyenue: OJJOGPEHO

Prepared by /
Tloarorosneno: Shivani

Checked by /
IpoeepeHo: Pardeep Kumar

Approved by: Manager / Executive /
Ono6peno: Menenxep / PykoBoaurens
Amit Kumar 1

r‘f"'
b
Reprint Date /

Hara: 27.05.2025

Reprint Date /
Hata: 27.05.2025

Reprint Date /
Hara: 27.05.2025
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Tel: 491 40 4900 2500, Fax: +31 4C 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product : Novigan, film-coated tablets
Hgonxm: Hoeurau®, tabnerxn, NOKPbIThIE MJIEHOUHO# 000J104KO
Market / Poinok : Russia / Poccust
Batch No. / ] Batch Quantity / ~12,00,000 tab / ]
Cepus e - V2501006 Pazmep cepuu © 12,00,000 Tab
Analytical Rep0ft No./ . 890001811921 Date of Analysis / . 27.05.2025
A”aaurTnyeckuii oruer Ne JlaTa aHanu3a
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2030
Jara npousBoacrsa T'ogeH xo
Mfg. License No. /
IIponssoacTeeHHAR : MNB/05/263 MA number: / Homep PY  : JIII-Ne(005665)-(PT'-RU)
JuueH3 HA Ne
Analysis performed according ND No. / Auaau3 nposeaen no HJI Ne: JII-Ne(005665)-(PT'-RU)-100624
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3akai0YeHHe O COOTBETCTBHH: HacTosliMM s NOATBEpXKIaro, 4YTO NPUBEAEHHAs Bblle WHQOPMAlMs ABIAETCA
JOCTOBEPHOM M TOYHOMN. DTa cepus MPOAYKIMH MpOU3BeJeHa (BKIOUas ynakoBKy (MapKMPOBKY) H KOHTPOJb KauyecTBa)
Ha BBIILIEYKA3aHHOW MPOM3BOACTBEHHON IMiowiaake (IJIOlIaAKax) B MOJHOM COOTBETCTBHHM C TpebGoBaHUAMM IIpaBui
HaJJeKalled MPOM3BOACTBEHHOM npakTHKH EBpasuiickoro akoHomuueckoro cotosa (Ne GMP/EAEU/RU/00554-2022 ot
23 wwons 2022) u TpeGOBaHWSIMH KOHTpOJISI KauyecTBa JIEKAPCTBEHHBIX CPEACTB, 4 TaKkXkKe B COOTBETCTBHUHM CO
crelyGUKanKsIMu, CONEPKALIUMHICS B PETHCTPALMOHHOM 0ChE CTPaHbl-UMNOPTEPA. 3aNUCH MO IPOU3BOIACTBY, YIAKOBKE
M aHajM3y [pOBEPEHbI, M YCTAHOBIEHO HX COOTBETCTBHE TpeGoBaHusaM I[lpaBun HaAnexalled NPOU3BOACTBEHHOI
npakTHKU EBpa3uiickoro 3kOHOMHYECKOro COK3a».

Remarks : The Product confirms to ND / Conclusion : APPROVED /
Ipumeuaanne: Ilponykr coorBercTByeT TpeboBanuam HJI 3akmwouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ioarororneno: Shivani IIpoeepeno: Pardeep Kumar OpnobpeHo: Menemxkep / Pykoroaurens

;g — ' Amit Kumar N

’ (“'_\l._”.—' j\/j/'_/

Reprint Date / Reprint Date / Reprint Date / )
Hara: 27.05.2025 Hara: 27.05.2025 Hara: 27.05.2025
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