Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIMU3A

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

Page 1 of 12/ Crp. 1 u3 12

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoaykr: Hoeurau® Jlenu, Tabnerku, noKphIThle MIEHOYHOH 060110uK0it, 80 Mr+400 Mr

Market / Poinox : Russia / Poccus

Batch No. / _ Batch Quantity / 400000 tab /
Cepusi Ne + V2600760 Pasmep cepuu * 400000 Ta6
Analytical Repovrt No./ . 040003394842 Date of Analysis / 16.05.2026
AHaJauTH4ecKkHii oTuer Ne Jara ananuza

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

I[aTa MpoU3BOACTBA

T'ogen po

Mfg. License No. /
IIpousBoacTBeHHAast
auueHzna Ne

: MNB/05/263

MA number: / Homep PY

: JITI-Ne(001554)-(PT-RU)

Analysis performed according to ND / Anasu3 nposesen no HJI: JITI-Ne(001554)-(PI'-RU)-170424
Artworks of primary package approved: / MakeTbl nepBH4HOl YyNIAKOBKH yTBepsxaAeHbl: 15.12.2022
Artworks of secondary package approved: / MakeTbl BTOPHUHOI YNAKOBKH yTBep#aeHb: 15.12.2022
PL approved: / JIB yrBep:kaen: 13.10.2025

N Test / IlokazaTein

Result / PesyabTaTsl

Specification / Hopma

1| Description /
Onucanne

Biconvex, oblong shaped, light pink colored film-
coated tablets; cross section description - light

yellow core. / JIBOSKOBBIMYKJblE TaOJIeTKH
npoaonroBatoil  GOPMBI, NOKPBITHIE IJIEHOYHOM
o6onoukoit CBETJI0-PO30BOTO LIBETA; Ha

MONEPEUYHOM paszpe3e — AApO CBETIIO-XKCJITOIO LBETA.

Biconvex, oblong shaped, light pink to pink
colored film-coated tablets; cross section

description - light yellow core. /
JIBOSAKOBEBIMYKITbIE . TabNMeTKu
NPOJOIITOBATOM dopMBl, MOKPBITHIE

TUIEHO4HO 060JI04KOH OT CBETIIO-PO30BOTO
[I0 PO30BOTO LIBETA; Ha MONIEPEYHOM pazpese
— PO CBETJ/IO-XKEITOrO LIBETA.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

[Mpumeuanue: [ponykr cooTBeTcTBYET TpeGoBanuam HJJ

3aknouenue: OJJOGPEHO

Prepared by /

Tloxaroroeneno:
Pravesh Rana i

Checked by /
IIposepeno: Pardeep
Kumar

Checked by (AQA)/
IIpoeepeno (AOK): Amit

Kumar
—
/

Approved by: Quality Assurance/Authorized person
/ Onobpeno: OGecneyeHnekauecTra/

OreercTBeHHOE THLO:C ‘g%«lﬂd \ (M WA

Date /
Jara: 18.09.2026

t—
Date /

Jlata: 18.09.2026

Date /
Jara: 18.09.2026

Date /
JlaTa:

— .
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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: L85195AP1984PLCO04507

www.drreddys.com




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

CEPTUOUKAT AHAJIU3A

Page 2 of 12/ Ctp. 2 u3 12

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoayxr: Hosurau® Jleau, TabneTky, OKPHITHIE MIEHOYHOM 060104K0M, 80 Mr+400 mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab /

Cepusi Ne § V2600760 Pazmep cepuu * 400000 Ta6

Analytical Repovrt No./ . 040003394842 Date of Analysis / 16.05.2026
AHajnTHyeckmii oTuer Ne Jara ananusa

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npou3BoacTBa T'ogen go

Mfg. License No./

IlpousBoacTBEHHAST : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)
JuueHsna Ne

Analysis performed according to ND / Anaau3 nposeaen no HJI: JITI-Ne(001554)-(PI'-RU)-170424
Artworks of primary package approved: / Makersl nepBu4HOIi YIaKoBKH yTBepsaeHbl: 15.12.2022
Artworks of secondary package approved: / MakeTbl BTOpHYHOH yIaKOBKH yTBep:kaeHbl: 15.12.2022
PL approved: / JIB yreepauaen: 13.10.2025

2 | Identification / UaenTnduxanun

Ibuprofen, Drotaverine
hydrochloride / U6ynpoden,
JpoTaBepHHa ruAPOXIOpUL

1) HPLC/B3XX

Complies as prescribed /

CooteercTBYET

The retention times of the main peaks in the
chromatogram of test solution should comply
with the retention times of Ibuprofen and
Drotaverine  hydrochloride peaks in the
chromatogram reference standard solution
(Ybuprofen and Drotaverine hydrochloride)
(section "Assay") / BpemeHna yaepkuUBaHUS
OCHOBHBIX MUKOB Ha XpomarorpaMMe
HCTIBITYEMOTO pacreopa DOJIKHBL
COOTBETCTROBATh BPEMEHAM YACPXKHBAHUA [TUKOB
ubynpodeHa U ApoTaBepUHa CHAPOXNOpUIA Ha
Xpomarorpamme CTaHAapTHOTO pacTtBopa
(ubynpodeHa u ApoTaBepHHa THAPOXIOPHUIA)
(pazzen «KosinyecTBeHHOE OnpeneeHue»).]

Remarks : The Product confirms to ND/
IIpumeuanue: I[poaykT cooTBETCTBYET Tpebopanuam HJJ

Conclusion : APPROVED /
3axmrouenne: OJJOEPEHO

Prepared by /
IMoaroroeneHo:

Pravesh Rana !

Checked by /
ITposepeno: Pardeep

Kumar ,

Checked by (AQA) /
ITpoBepeHo (AOK): Amit

Kuma
r F*"’A
—

Approved by: Quality Assurance/Authorized person
/ Onobpeno: OGecrieueHnekayecTsa/

OtBeTCTBEHHOE nuuo:/\;ftw Wfl wn

;w
Date / Date / Date / Date / | <= ¢
Hara: 18.09.2026 Hara: 18.09.2026 Hara: 18.09.2026 Hara: ) \ 0) /Jﬂjn ’)_-G

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: L85195AP1984PLCO04507

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
CEPTU®UKAT AHAJIU3A

Page 3 0f 12/ Ctp. 3 n3 12

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
Tlpoayxr: Hosurau® Jlenu, TabeTky, MOKPHITHIE IIEHOYHOH 0605104K0i, 80 Mr+400 Mr

Market / Peinox

: Russia / Poccus

Batch No. / i Batch Quantity / . 400000 tab /

Cepusn Ne 8 N2SNOds] Pasmep cepuu 400000 Tab

Analytical Repourt No./ . 040003394842 Date of Analysis / 16.05.2026
AHaJUTHYecKHii oTyeT No JaTa ananusa

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa mpousBoacTBa I'onen po

Mfg. License No./

IpousesoacTeeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)
JuneHsns Ne

Analysis performed according to ND / AHanu3 nposenex mo HJI: JITI-Ne(001554)-(PI'-RU)-170424
Artworks of primary package approved: / Makersl nepBu4HO# yNIaKoBKH yTBepKIeHbI: 15.12.2022
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi yNaKOBKH yrBepxaennl: 15.12.2022
PL approved: / JIB yreep:aen: 13.10.2025

2) HPLC (PDA detector) /
B3XXX (PDA nmerextop)

Complies as prescribed /
COoOTBETCTBYET

UV-absorbance spectra of Ibuprofen and
Drotaverine hydrochloride obtained in the
chromatography of the test solution and reference
standard solution (section "Assay") should have
absorbance maxima at the same wavelengths. /
Y® - cnekTphl NOMJIOIIEHUA I IHKOB
ubympodeHa W IOpoTaBepHHA TUAPOXIOPHAA,
MOMy4YeHHBle  Npu  XpomarorpadupoBaHHH
WCIBITYEMOT0O ¥ CTaHOAPTHOI'O  PacTBOPOB
(paznen «KonuuecTBeHHOE — oOmnpeneneHHUE»),
JO/KHBl MUMETh MaKCHMYMBI [MOTJIOLUEHHS MpU
OJIHHMX W TeX >Ke JUIMHaX BOJIH.

JUOKCH,

Titanium dioxide / Turaua

Complies as prescribed / CooTeTcTBYET

Pale yellow to dark orange red color. /
OxpaurBatie OT GNEAHO-XKENTOro 40 TEMHOTO0
OpaHXKEBO-KPACHOTO L(BETA,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IMpoaykt coorBercTRyeT TpeboranusaM HJI 3akawuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person
INonroToeneHo: [poeepeno: Pardeep | Ilpoeepeno (AOK): Amit / Onobpeno: ObecrieueHnexauecTea/
Pravesh Rana Kumar Kumar OTBeTCTBEHHOE JTNLIO } lLMm

[ o z

N - Pt TSR “

Date / Date / Date/ Date / 4 w &Y
Hata: 18.09.2026 Hara: 18.09.2026 Jata: 18.09.2026 Hara: \ E “VC"'/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:

CIN: L85195AP1984PLC004507
www.drreddys.com

mail@drreddys.com




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
CEPTHOUKAT AHAJIN3A

Page 4 of 12/ Crp. 4 u3 12

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoayxr: Hosuran® Jlenu, TabneTku, MoKphIThIE EHOUHOM 0605104K0H, 80 Mr+400 Mr

Market / Poinox

: Russia / Poceus

Batch No./ . Batch Quantity / . 400000 tab /

Cepus No £ 2900760 Pa3mep cepuu 400000 Tab

Analytical Repovrt No./ - 040003394842 Date of Analysis / 16.05.2026
AHanntuyeckmii oruer Ne HMarta ananuza

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npou3BoAcTBa T'opeH no

Mfg. License No. /

IIpousBoacTBenHan : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)
auueH3usa No

Analysis performed according to ND / Anann3s nposeaen mo H: JITI-Ne(001554)-(PT-RU)-170424
Artworks of primary package approved: / MakeTbl nepBu4HOIi YNaKOBKH yTBep#aeHb: 15.12.2022
Artworks of secondary package approved: / Makers! BTOpU4HOii yIaKOBKM yTEepxAeHbI: 15.12,2022
PL approved: / JIB yreep:xaen: 13.10.2025

3 | Dissolution / PactBopenne

Ibuprofen / Uoynpoden

98 %, 97 %, 95 %, 97 %, 96 %, 97 %

Not less than 75 % (Q) of label claim Ci3H;50
(Ibuprofen) dissolved in 45 min. / He menee 75 %
(Q) or nHomuHanbHoro comepxauust C;3HizO
(nbynpoden) uepes 45 MuH.

Drotaverine hydrochloride /
JlporaBeprHa runpoxIopun

94 %, 96 %, 98 %, 100 %, 98 %, 97 %

Not less than 75% (Q) of label claim
C24H3 NO4HCl  (Drotaverine  hydrochloride)
dissolved in 45 min. / He menee 75 % (Q) ot

HoMuHanbHOrO cofepxanus CauH3 NO4 HCl
(mpoTaBepuHa rHAPOXIIOPHA) 4epes
45 MuH.

4| Uniformity of dosage units / OxHopoaHoCTbL eIHHHIL JO3UPOBAHMS

JpoTaBeprHa rHIPOXIIOPHL

Ibuprofen / U6ynpogen 3.5 Acceptance value (AV) not more than 15.0. /
TIlokazarens npuemyemoctu (AV) ue Gonee 15,0.
Drotaverine hydrochloride / 6.6 Acceptance value (AV) not more than 15.0. /

IokasaTens npuemaemoctu (AV) ve 6onee 15,0.

5| Impurities / [Ipumecu

Remarks : The Product confirms to ND/
Hpumeuanue: Ipoaykt cooTBeTcTBYET TpeGoBanusam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IToarorosneHo:

Checked by /
IMpoeepeno: Pardeep

Checked by (AQA)/
IposepeHo (AOK): Amit

Approved by: Quality Assurance/Authorized person
/ Omo6peHo: ObecnieueHuekauecTsa/

Pravesh Rana Kumar Kumar OTBETCTBEHHOE JIULQ: o s
Qi—*‘ ﬁ oy ‘/‘%"‘U‘d ok
= Ve ta h
Date / Date / Date/ ' Date / 4 N Y
Hata: 18.09.2026 Hara: 18.09.2026 Jara: 18.09.2026 Hara: | \5 : =
-

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: L85195AP1984PLCO04507
www.drreddys.com




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

CEPTU®UKAT AHAJIU3A

Page Sof 12/ Crp. 5 u3 12

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
INpoaykr: Hoeuran® Jlenu, TabaeTku, NOKPHITHIE MIEHOUHOM 060104KO#H, 80 Mr+400 Mr

Market / Poinox

: Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab /

Cepus Ne f AED00IG0 Pasmep cepun " 400000 Tab

Analytical Repovrt No./ . 040003394842 Date of Analysis / 16.05.2026
AHAJIHTHYECKHH oTyeT No JaTa anaausa

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa nponsBoacTea I'oxeH mo

Mfg. License No. /

IIpousBoacTBeHHAR : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)

JuneH3nst Ne

Analysis performed according to ND / Auanns nposeaen no HI: JITI-Ne(001554)-(PI'-RU)-170424
Artworks of primary package approved: / MakeTbl nepBu4H0ii yNakoBKH yTBepKIeHbI: 15.12.2022
Artworks of secondary package approved: / MakeTbl BTOPM4HOii yIaAKOBKH yTBepxkaens:: 15.12,2022
PL approved: / JIB yreepxaen: 13.10.2025

Thuprofen / Hévapodhen

Impurity A / Ilpumecs A

0.06 %

Not more than 0.2 % / He Gonee 0,2 %

Impurity J / Tlpumecs J

Below LOD (LOD = 0.023 %) / Huxe

Not more than 0.2 % / He Gonee 0,2 %

npenena o6Hapyxenus (I10 = 0,023 %)

Impurity N/ Ilpumecsy N

Below LOD (LOD = 0.019 %) / Huxe
npenena o6HapyxeHus (ITO = 0,019 %)

Not more than 0.2 % / He 6onee 0,2 %

Any unidentified impurity /

Below LOQ (LOQ = 0.043 %) / Huxe

Not more than 0.2 % / He 6onee 0,2 %

EnvHuunas Npenena KoJNUYeCTBEHHOTO
HEUAEHTHOHULIHPOBAHHAS onpenenenus (ITKO = 0,043 %)

TIPUMECH

Total impurities / Cymma Not more than 1.5 % / He Gonee 1,5 %
npumeceit 0.1%

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYET Tpeboraunam HJJ

Conclusion : APPROVED /
3akmouyenue: OJJOBPEHO

Prepared by /
IloaroroeneHo;
Pravesh Rana

Checked by /
ITpoBepeno: Pardeep
Kumar

Checked by (AQA)/
Hporepeno (AOK): Amit

Kumar
—A
—

Approved by: Quality Assurance/Authorized person
/ Onobpeno: OGecrieyeHnekauecTsa/

OTBETCTBEHHOE JTULIO: /‘%GQ‘\W \(_ngbvv\

= " Du \hfl D
Date./ Date./ Date./ ' Date./ ( f%\/\-/zﬂ .
Harta: 18.09.2026 Hara: 18.09.2026 Harta: 18.09.2026 Mara: AT
vl 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

www.drreddys.com




Dr.Reddy’s “:'.

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
CEPTUOUKAT AHAJIN3A

Page 6 of 12/ Ctp. 6 u3 12

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
IIpoayxr: Hosuran® Jlenu, TabneTkH, MOKPEITHIE IEHOUHOH 060710uK0ii, 80 Mr+400 Mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab /

Cepus Ne V2500760 Pasmep cepuu "~ 400000 Tab

Analytical Repovrt No./ . 040003394842 Date of Analysis / 16.05.2026
AHaNHUTHYECKHI oTyeT No JlaTa anannza

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

Jata npou3BoAcTBa I'ogen ao

Mfg. License No. /

IponzeoacTeeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT'-RU)
auneH3us Ne

Analysis performed according to ND / Anaau3s nposegen mo HJI: JITI-Ne(001554)-(PT-RU)-170424
Artworks of primary package approved: / Makersl mepBH4HOI YNaKOBKHM yTEepxaAeHbl: 15.12.2022
Artworks of secondary package approved: / MakeTsl BTOpHUYHOii YyIAKOBKH yTBep:kaAenbl: 15.12.2022
PL approved: / JIB yreepaxaen: 13.10.2025

Drotaverine hydrochloride / [lpomasepuna 2udpoxnopud

Acid impurity /
«Kucnora»

IIpumecs 0.04 %

Not more than 0.2 % / He 6onee 0,2 %

Amide impurity
«AMHUI»

/ Ilpumecs

0.07 %

Not more than 0.2 % / He 6onee 0,2 %

CAMHHY

Amine impurity / [Ipumecs

Not detected / He o6HapyxeHa

Not more than 0.2 % / He 6onee 0,2 %

Drotaveraldine /
HporasepanauH

Not detected / He o6HapyxeHa

Not more than 0.5 % / He 6onee 0,5 %

Envunynas

npuMech

Any unidentified impurity /

HCMILCHTPI(bHL[PIpOBaHHaﬂ

0.03 %

Not more than 0.5 % / He 6onee 0,5 %

Total impurities
npuMecen

/' Cymma 02%

Not more than 3.0 % / He Gonee 3,0 %

Remarks : The Product confirms to ND/
IIpumeuyanue: Ilpoaykt cooTBeTcTBYET TpeboBaHuam HJJ

Conclusion : APPROVED /
3aknawuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
INoarororneHo: ITposepeno: Pardeep | Ilposepeno (AOK): Amit / Onobpeno: Obecneve yecta/ -
Pravesh Rana Kumar Kumar OTBeTCTBEHHOE NIMLKY, ) _\_&,{ \(‘_Q,\,M WA
—
QLT_ - )8 d
Date / Date / Date/ ! Date / ( %“"‘y 9
Jara: 18.09.2026 Hara: 18.09.2026 Jara: 18.09.2026 Jara: \J \ 9 N ,-,-'15
[ =

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




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®UKAT AHAJIM3A

Page 7 of 12/ Crp. 7 u3 12

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg

Ipoayxr: Hosurau® Jlenu, Tabnerky, NOKpHITHE MIEHOYHOH 060104K0#, 80 Mr+400 Mr

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab /
Cepusi Ne = M2S07el Pa3mep cepun 400000 tab
Analytical Repovrt No./ . 040003394842 Date of Analysis / 16.05.2026
AHaJMTHYECKHIT oTyeT No JlaTa ananun3sa

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028
Jlata npou3BoacTBa I'omen go

Mfg. License No./

IIpousBoacTeeHHas

JaunneH3us Ne

: MNB/05/263

MA number: / Homep PY

: JITI-Ne(001554)-(PT-RU)

Analysis performed according to ND / Anaaus nposegen no HJI: JII1-Ne(001554)-(PI'-RU)-170424
Artworks of primary package approved: / MakeTbl nepBU4HOi YIaKOBKH yTBepxAeHbl: 15.12.2022
Artworks of secondary package approved: / MakeTbl BTOPHYHOI#i yNaKoBKH yTBepskAennl: 15.12.2022

PL approved: / JIB yreep:kaen: 13.10.2025

6 | Water content / Coaepxxanue 32% Not more than 5.0 % / He 6onee 5,0 %
BOABI
7| Residual organic solvents / 3536 pg per tablet / 2-propanol — not more than 5555 pg per tablet. /
OcTaTo4yHble oOpraHuyecKHe 3536 mxr Ha TabseTky 2-npona”on - He 6onee 5555 Mxr Ha Tabnerxy.
PACTBOPHUTE/H
8| Microbiological purity / Mukpo6unoJjiorudeckas YHeToTa
a) Total Aerobic Microbial Less than 50 CFU/g / Not more than 1000 CFU/g /
Count / O6uiee yuciIo Menee 50 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MHKPOOPTaHU3MOB
b) Total Combined Yeast and Less than 50 CFU/g/ Not more than 100 CFU/g/
moulds count / Obiee umcno Menee 50 KOE/r He 6onee 100 KOE/r

APOAOIKEBBIX H INIECHEBBIX

rprboB

¢) Escherichia Coli

Absent in 1 gram /
OrcyrctByeTrB 1 T

Shell be absent in 1 gram /
OrcyrcTBue B 1 1

9| Assay/ KoauuecTBeHHOe onpeaeieHne

Remarks : The Product confirms to ND/
Ipumeuanue: IpoaykT cooreercTByeT TpeGosauuam HJT

Conclusion : APPROVED /
3axnwyenne: OJJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
IToaroroeneHo: IlposepeHo: Pardeep | IIposepeno (AOK): Amit / Onobpeno: ObecnevennexavecTsa/ %
Pravesh Rana Kumar [ Kumar OrgeTtcraenHOe nnuo@ﬂj o
’” ﬁ-—/‘l
(28 'ﬁ - //\ ,_,t{ij}\_b
Dat t !
a e./ Date./ Da e./ Date'/ '6\/{5{6@ .
Hara: 18.09.2026 Hara: 18.09.2026 Hara: 18.09.2026 Jara: \ ~nl
p
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Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Page 8 of 12/ Crp. 8 u3 12

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoayxr: Hoeurau®Jleau, TabneTku, NOKpbITEIE MIEHOUHOH 060104KOH, 80 Mr+400 mr

Market / Peinok

: Russia / Poceus

Batch No. / . Batch Quantity / . 400000 tab /

Cepus Ne § V2600760 Pasmep cepuu 400000 Tad

Analytical Repovrt No./ . 040003394842 Date of Analysis / 16.05.2026
AHaanTH4yecKknii oTyer No Jarta anannza

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTta npon3BojacTea T'onen o

Mfg. License No. /

IIponseoacTBenHasn : MNB/05/263 MA number: / Homep PY  : JI[I-Ne(001554)-(PT-RU)
JuueH3us Ne

Analysis performed according to ND / Ananu3 nposeaen no H: JITT-Ne(001554)-(PI'-RU)-170424
Artworks of primary package approved: / MakeTbl mepBnuHol YNaKoBKH yTBepxaeHb: 15,12.2022
Artworks of secondary package approved: / MakeTbl BTOPHYHO/ YIAKOBKH yTBepxaAeHbl: 15.12.2022
PL approved: / JIB yreepaxaen: 13.10.2025

Ibuprofen / Ubynpoden

396.5 mg/396,5 mr
(99.1 %)

From 360.0 mg to 440.0 mg of Ci3Hi30:
(Ibuprofen) per tablet (from 90.0 % to 110.0 % of
label claim). / Ot 360,0 mr o 440,0 mr Ci3H;50,
(ubynpoden) B Tabnerke (ot 90,0 % no 110,0 %
OT HOMHHAJIBHOTO COJEPKAHKS).

Drotaverine

hydrochloride /
JlpoTaBepuHa ruapoXIopULL

78.3 mg/ 78,3 mr
(97.8 %)

From 72.0 mg to 88.0 mg of CxH3NO4HCI
(Drotaverine hydrochloride) per tablet (from 90.0
% to 110.0 % of label claim)./ Ot 72,0 mr oo 88,0
mr C23H3 NO4-HCI (mpotaBepuna ruapoxnopum)
B Tabnerke (or 90,0 % no 110,0% or
HOMMHAJIEHOTO COZIEPIKAHUA).

KHCJIOTa

Ascorbic acid / Ackopbunoas

3.96 mg/ 3,96 mr
(94.3 %)

From 2.94 mg to 4.62 mg of C¢HzO¢ (Ascorbic
acid) per tablet (from 70.0 % to 110.0 % of label
claim). / Or 2,94 mr mo 4,62 mr CgHzOg
(ackopbuHoras kucnora) B tabierke (ot 70,0 %
20 110,0 % OT HOMUHANIEHOTO COAEPKAHU).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilpoaykt cooTBeTcTBYET TpeGoBaHuAM HJT 3axknwyenune: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
ITonroroeneHo: ITposepeHo: Pardeep | IIpoeepeno (AOK): Amit / Onobpeno: ObecneyenuexauecTsa/ o
Pravesh Rana Kumar Kumar OTeeTcTBEHHOE THLLO, ] £ \(_O.L/LA )
. =\
= f& 1 2 00d

Date / Date / Date/ ' Date / [ D /’E Y

, . ) : PTNDT ok
Hara: 18.09.2026 Hara: 18.09.2026 Jara: 18.09.2026 Jlara: N D
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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

CEPTU®UKAT AHAJIU3A

Page 9 of 12/ Crp. 9 u3 12

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
INpoaykr: Hosuran® Jleau, TabneTkH, NOKPHIThIE MISHOYHOM 060m10uKOM, 80 Mr+400 Mr

Market / PoiHok : Russia / Poccus

Batch No. / < Batch Quantity / . 400000 tab /

Cepusi Ne 4 V2600760 Pazmep cepumu © 400000 Tab

Analytical Repourt No./ . 040003394842 Date of Analysis / 16.05.2026
AHaJnTHYecKuii oTyeT Ne Jara ananuza

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTta npousBoacTea I'ogen no

Mfg. License No. /

IlpousBoacTBeHHasn : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)
JuueH3us Ne

Analysis performed according to ND / Auanus nposeaen no HJI: JITI-Ne(001554)-(PT-RU)-170424
Artworks of primary package approved: / MakeTsl nepBHYHOI YIAKOBKH yTBepxaenbl: 15.12.2022
Artworks of secondary package approved: / MakeTb! BTOPUYHO yIAKOBKH yTBepsaeHbl: 15.12,2022
PL approved: / JIB yTeep:xaen: 13.10.2025

1| Package/Onucanue
0| ynmakoBkmu

Per 10 tablets in PA/AI/PVC//aluminum
blister. Per 1 blisters and a patient
information leaflet in a carton pack. /Io
10 TabJIeToK B
[MA/AJVTIBX//antoMutnesoM Giuctepe.
ITo 1 6nucrepy BMecTe ¢ MHCTPYKUMEH 110
MPHUMEHEHHIO B MaYKy KapTOHHYIO.

Per 10 tablets in PA/AI/PVC//aluminum blister.
Per 1 or 2 blisters and a patient information leaflet
in a carton pack / Ilo 10 Tabnetok B
TTA/AJVTIBX//antomunneBom Gaucrepe. ITo 1 vnu
2 Gnucrepa BMeCTe C HMHCTpYKLmMEH IO
MPUMEHEHHUIO B MAYKY KAPTOHHYIO.

1| Labeling / MapkupoBka

Complies / CooTBeTcTBYyET

See Module 1, section 1.3.2 of registration dossier.

1 B cooteerctBuu ¢ pazpenom 1.3.2. momyns 1
PErHCTPALMOHHOTO OOChE.

1| Storage/Ycnosus xpanenust | Attemperature below 25 °C. / Ilpu Temneparype He Beiuie 25 °C.

2

1| Shelf-life / Cpox rognoctn 2 ropa. / 2 years.

3| (cpox xpaHeHus)

Remarks : The Product confirms to ND/
IIpnmeuanue: [IpoaykT cooreercTBYET TpeboBauuam HJI

Conclusion : APPROVED /
3akmouenune: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
IToarorosneno: Ipoeepeno: Pardeep | Ilpoeepeno (AOK): Amit / Onobpeno: ObecnevenpexayecTsa/ =
Pravesh Rana Kumar Kumar OtBercTBeHHoe 10 [ e lCorswn
=l —
— [\ - D YRTY)
Date / Date / Date/ Date / Yy v@,{(g
Hara: 18.09.2026 Jara: 18.09.2026 Jarta: 18.09.2026 Jara: \ q/DrL6

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr.Reddy’s “:'.

Dr. Reddy's Laboratories Ltd.
Formuiation 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

Page 10 of 12/ Ctp. 10 m3 12

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoayxr: Hoeurau®Jleau, TabneTky, NOKpLITHIE MIEHOUHOI 060m0uKkoi, 80 Mr+400 Mr

Market / Peinok : Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab /

Cepus Ne # V2600760 Paszmep cepuu 400000 Tab

Analytical Repovrt No./ . 040003394842 Date of Analysis / 16.05.2026
AHanuTHYecKHii oTueT No JlaTa aHanu3a

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JaTa npousBoacTea I'onen a0

Mfg. License No. /

IIponssoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)
JinueHsus No

Analysis performed according to ND / Ananu3s nposeaen no HJI: JINI-Ne(001554)-(PI'-RU)-170424
Artworks of primary package approved: / MaxeTbl NepBU4HOI YyNIaKOBKH yTBepiaennl: 15.12.2022
Artworks of secondary package approved: / MakeTsl BTOpHYHO# YIAKOBKH yTBepskaAeHbl: 15.12.2022

PL approved: / JIB yreep#xaen: 13.10.2025

Drotaverine hydrochloride /

API name / HaumenoBanne A®C: Ibuprofen / U6ynpoden

JlpoTaBepHHa ruApOXIIOPHL
INN / MHH: Ibuprofen / U6ynpoden Drotaverine / IpotaBepux
API manufacturer batch number / PRDB250111 DRO/003/07/24
Homep cepun npouszpoaurenss ADC:
FP Manufacturer API Batch number /
Howmep cepun cyOcTAHUHH HPOH3BOAHTEINS FESA00626 FERA00418

TJd:

API Manufactured by address & country /
IIponspoanteas A®C, agpec H cTpaHa:

Solara Active Pharma Sciences
Limited,
R.S. No. 33 & 34, Mathur Road,
Periyakalapet, Puducherry - 605014,
India

APIIC-APSEZ, Atchutapuram,
Visakhapatnam, Andhra Pradesh -
531011, India /

Conapa Dxrus ®apma CalieHcH3

Plot. No: 3B, 3C, 3D, 2 Part & 2A/1,

Cohance Lifesciences Limited,
API Unit I, R.S. No. 50/1,
Mukteswarapuram Village, J-
Jaggaiahpeta Mandal, NTR District
- 521457, Andhra Pradesh, India /
Kosuc JlafidcaiteHcus Jlumuren,

Ornen AOC

[Monpazaenexue-1,

Uccnenosarenbckuii yuactok Ne
50/1, Bunnamk Mykrecsapanypam,
Jxkarrasxner Maugan, HTP

JIlumuren,
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: ITponyxr cooTBeTcTByeT Tpeborauusm HJL 3akmouenue: OJJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
ITonrorosneHno: f IIpoeepeno: Pardeep | Ilporepeno (AOK): Amit / OnobpeHo: O6ecneuennekavecTsa/ o
Pravesh Rana Kumar Kumar OrsercTBeHHOE NTH uo:/Z)fT‘mJl AN WA
e-'—'\‘ L ‘ —
1 = - — e \VO&.D

Date / Date / Date / Date / (1 ?5_]"/5:&;)
JHata: 18.09.2026 Hara: 18.09.2026 Hara: 18.09.2026 Jara: | i ')/ta

E—

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:
CIN: L85195AP1984P1.C0O04507
www.drreddys.com

mail@drreddys.com




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

Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIU3A

Page 11 of 12/ Crp. 11 u3 12

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
INpoayxr: Hosurau® Jiemu, TabneTku, MOKpHITHIE IIEHOYHOH 060104K0#, 80 Mr+400 Mr

Market / Poinok : Russia / Poccust

Batch No. / . Batch Quantity / . 400000 tab /

Cepus Ne V2600760 Pasmep cepun 400000 Tab

Analytical Repovrt No./ . 040003394842 Date of Analysis / 16.05.2026
AHanuTnyecknii orueT Ne Jara anannza

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npou3BoacTBa Tosxen 1o

Mfg. License No./

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)
JHLeH3usa Ne

Analysis performed according to ND / Ananus nposeaen no HJ/: JITI-Ne(001554)-(PT-RU)-170424
Artworks of primary package approved: / MakeTsl nepBHYHO# yNaKOBKH yTBepxKaenbl: 15.12.2022
Artworks of secondary package approved: / MakeTsbl BTOpUYHOR yNIAKOBKH yTBepskaensl: 15.12.2022
PL approved: / JIB yreepxaen: 13.10.2025

Huctpukr — 521457, Aupxpa-
Ipanewr, Uupus

Hccnenosatensckue yuactku Ne 33 u
34, Maryp Poag, Ilepuskanarer,
[Tynydeppu - 605014, Ungus
VYuyacrok Ne: 3B, 3C, 3D, 2 Yacrb u
2A/1, ATIMUILI-ATICE3,
Atuyramypam, BrucakxanatHam,
Anpxpa-Ilpagewm - 531011, Uunus /

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
Hanmenosanme, aapec U HOMep JIMUEH3UH
MJIOIMAAKY, OCYLIECTBIAIOLIEH
NPON3BOACTBO/KOHTPOJIL KAYeCTBA/BbIMYCK
o/

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan H.P.
173205, India (license No MNB/05/263) /
ITpousBoacTBeHHOE NoApazaeneHue-6, Bunnamk Kxons, Hanarapx Poyax,
Bapau, Coman ductpukr, X.I1. 173205, Unnus (JTuuenzus 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/02329-2025 dt.
September 19, 2025) and requirements to the medicinal quality and with the specifications in the Marketing

Conclusion : APPROVED /
3aknwdenue: OJJOBPEHO

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTeTcTBYeET TpeGoBaHusaM HJJ

Prepared by /
[Moaroroenexo:

Checked by /
IlpoBepeHo: Pardeep

Checked by (AQA) /
ITpoepeno (AOK): Amit

Approved by: Quality Assurance/Authorized person
/ Omobpeno: ObecneuenpekavecTra/ &
OTBETCTBEHHOE "“”0:/;?%,LM {cors

Pravesh Rana Kumar Kumar A
—
- Qﬁ{ —
[} (/%q‘v-&b
Date / Date / Date / Date/
Jara: 18.09.2026 Jara: 18.09.2026 Jlara: 18.09.2026 Hara: ) /‘)/m, +

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




Dr.Reddy’s Qf-'

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
CEPTUOPUKAT AHAJIN3A

Page 12 of 12/ Crp. 12 u3 12

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg

Mponyxr: Hoeurau® Jlequ, TabneTku, MOKpHITHIE MIEHOYHOH 060104KO0i, 80 Mr+400 Mr

Market / Prinok : Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab /

Cepus Ne § SUZSU0SE Pazmep cepuu 400000 a6

Analytical Repourt No./ . 040003394842 Date of Analysis / 16.05.2026
AHaguTHYEeCKHH oTueT No JlaTa anaau3za

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa mpousBoacTBa I'oxen mo

Mfg. License No. /

IIpoussoacreeHuast : MNB/05/263 MA number: / Homep PY  : JI[T-Ne(001554)-(PI'-RU)
aunensus Ne

Analysis performed according to ND / Ananuns nposeaen no HJI: JITI-Ne(001554)-(PI'-RU)-170424
Artworks of primary package approved: / MakeTbl nepBHYHOI YNAKOBKH YTBepkaeHnl: 15.12.2022
Artworks of secondary package approved: / MakeTbl BTOPHYHO yIAKOBKH yTBepaAeHbI: 15.12.2022

PL approved: / JIB yrBepxaen: 13.10.2025

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 establishedy.

3akaroyeHne o cooTBeTcTBHM: «HacTOSIMM 5 TOATBEPXKAAO, YTO NPUBEAEHHAS Bbille MHOOPMALUs SBISETCS
AOCTOBEPHOH M TOYHOW. OTa cepusi NPOAYKLUHM INpoU3BeAeHa (BKIIOYAs YHNaKOBKY (MapKHpPOBKY) W KOHTPOIb
KaueCTBa) Ha BbIIIEYKa3aHHOHN IPOM3BOJCTBEHHON MIoLia/ke (IUIOLaIKax) B OJHOM COOTBETCTBHH C TPEOOBAHUAMH
IlpaBun  Hajmexalled  NMPOM3BOACTBEHHOM  mpakTWkuW  EBpasuiickoro  skoHommueckoro  cowosa  (Ne
GMP/EAEU/RU/02329-2025 ot 19 centsiGpst 2025 r.) ¥ TpeOOBAHUSAMH KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPE/ICTB,
a TaloKe B COOTBETCTBUM CO CNELU(HKALMAMM, COAECPKAIMMUCS B PErHCTPALMOHHOM J0ChE CTPaHbI-UMIIOpPTEpA.
3anmcy no NpoU3BOACTBY, YIIAKOBKE U aHANM3Y IPOBEPEHBI, U YCTAHOBIEHO HX COOTBETCTBHE TpeGoBaHuaM [Ipasun

HaJJIexallel IpoU3BOACTBEHHON MpakTHKKU EBpasuiickoro 53K0OHOMHMYECKOTO COI03a.

Remarks : The Product confirms to ND/
Ilpumeuanne: [Iponykt cootBeTcTByeT TpeGoBauusm HJI

Conclusion : APPROVED /
3aknaiouenue: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
IToarorosnexo: IIpoBepeno: Pardeep | IMpoeepeno (AOK): Amit / Onobpeno: OdecneyeHuekayecrea/ =
Pravesh Rana /] Kumar Kumar /\ OTtBeTcTBEHHOE JTHLO: /l%%w lcoun v
e = Ll ~a\p)
Date / Date / Date / Date / i ‘?)’\U;/.-g
Hara: 18.09.2026 Hara: 18.09.2026 Hata: 18.09.2026 Jara: \ 6 .n b
— e

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
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