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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd

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

Tel : +91 98165 56001-02
www.drreddys.com

Page 1 0of 8/ Crp. 1 u3 8

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
Mpoayxr: Hopuran® Jlenn, tabnerku, NOKpeIThIE muieHouHol obonoukoii, 80 Mmr+400 mr

Market / PoiHox : Russia / Poccus

Batch No. / . Batch Quantity / . 400000.0 tab /

Cepusi Ne s e Pa3mep cepuu * 400000.0 Tab
Analytical Repog‘t No./ . 890001776764 Date of Analysis / . 30.11.2024
AHanmuTndeckuii oryet Ne HJara anaansa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTa npoH3BOACTBA Togen o

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT'-RU)
JIMLeH3us1 Ne

Analysis performed according ND / Anaaus nposegen mo HJI: JITI-Ne(001554)-(PI'-RU)-170424

Ne Test / Iloka3arean

Result / PesyabTaThi

Specification / Hopma

1 | Description/
Onncanue

Biconvex, oblong shaped, light pink colored film-
coated tablets; cross section description - light
yellow core. / JIBOAKOBBIMYKJblE TabJIETKH
npoaoaroBatoil  GopMel, TMOKPBITEIE IUIEHOYHOM
0607104KOi CBETJIO-PO30BOr0 LBETA; Ha
MOMIEPEYHOM pazpe3e — AAPO CBETIIO-XKEITOrO LIBETA.

Biconvex, oblong shaped, light pink to pink
colored film-coated tablets; cross section
description - light yellow core. /
JIBOAKOBBINYKITbE TaGNETKH [POAOITOBATOM
(hopMBI, OKPHITHIE MIEHOYHOH 06010UKOH OT
CBETJIO-PO30BOTO [0 PpO30BOrO LBETa; Ha
IOTIEPEYHOM pa3pe3e — AAPO CBETI0-XKEITOrO
uBera.

Remarks : The Product confirms to ND /
M pumeyanune: [Ipoaykt cooTBeTcTByeT TpeboBaHUaAM HJI

Conclusion : APPROVED /
3axawyenue: OJOBPEHO

Prepared by / Checked by /
TTuurorosnenu. Rauwdkant
oS

Hpusepenv. Fadeep Kuiial /

Approved by: Manager / Executive /
OuuGpenu. Meneumep / Pynoboputens Anit umary

N

Reprint Date /
Hara: 27.03.2025

Reprint Date /
Hara: 27.03.2025

Reprint Date /
Hara: 27.03.2025

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

Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drredoys.com
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Dr. Reddy's Lapboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Te! : +91 98165 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Page 2 of 8/ Ctp.2 uz 8

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoaykt: Hosuran® Jleau, TabneTky, MOKpoITHIE MIIEHOYHO} o6onoukoit, 80 Mr+400 mr

Market / PoiHox : Russia/ Poccust

Batch No. / ] Batch Quantity / . 400000.0 tab /

Cepua Ne ¥ V2402357 Pa3zmep cepuu * 400000.0 Tab
Analytical Repovrt No./ . 890001776764 Date of Analysis / . 30.11.2024
AHanmuTHYecKHil oTueT No JlaTa ananusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jara npousBoacTBa I'onen mo

Mfg. License No. /

IIpouszBoacTBeHHAS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PI'-RU)
JUIeH3nsa Ne

Analysis performed according ND / Ananu3s nposeger mo HJI: JITI-Ne(001554)-(PI'-RU)-170424

2 | Identification / UnenTudnranus

Ibuprofen, Drotaverine
hydrochloride / H6ynpoden,
JlpoTaBepuHa ruapOXIIOpHL

1) HPLC/B2XX

2) HPLC (PDA detector) /
B2XX (PDA nerekrop)

Complies as prescribed /
CootBercTBYET

Complies as prescribed /
CooTBeTcTBYET

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 (Ibuprofen and Drotaverine
hydrochloride) (section "Assay") / BpemeHa
YIOEPIKUBAHUS OCHOBHBIX [IMKOB Ha XpoMarorpaMmme
WCIIBITYEMOrO PacTBOpa JJOJDKHEI COOTBETCTBOBATH
BpeMeHaM yHepXHBaHWS INHKoB HOynpodeHa U

OpOTaBepHHA THOPOXIOPHAA HA XpPOMAaTorpamme
CTaHIapTHOro pactBopa (MGynpodeHa U JpoTaBepHHa
THPOXJIOPHAA) (paznen «KonuuectBeHHOE
onpeneneHUe»).

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® - criekTpsl MOTJIOIIEHHS T TTHKOB
nbynpodeHa W OpOTaBEpHHA  TMAPOXIIOPUAA,
TMOJTY4EHHbIE pH xpomarorpadpupoBaHiuH
UCTIBITYEMOr0 M CTaHOapTHOrO PacTBOPOB (pasjen
«KoNHueCTBEHHOE OfMpeaeneHue»), NOMKHB! HMETh
MaKCUMYMBbI MOTJIOLIEHHS IPH OJHUX H TeX XKe JJIMHAX
BOJIH.

Remarks : The Product confirms to ND /

Ipumeuanue: IponykT cooTBeTCTRYET TpeGoBanusam HJ

Conclusion : APPROVED /
3akaoyeune: OJJOGPEHO

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

ITonroTtoBneHo: Ramakanllj A \LE [Ipoeepeno: Pardeep Kumg;i’/_ Onobpeno: Menemxep / PykoBomurens Amit Kumar_
M = N

Reprint Date / o B Reprint Date / Reprint Date / v

Hara: 27.03.2025

Hara: 27.03.2025

Hara: 27.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.; 173 205, INDIA
Tel : 491 98165 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page 3 0f8/ Crp.3 n3 8

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoaykr: Hosuran® Jlean, Tabnetky, MOKPHITEIE MIeHOYHOH o6onoukol, 80 Mr+400 mr

Market / PoiHOK : Russia / Poccus

Batch No. / . Batch Quantity / . 400000.0 tab /

Cepus Ne V202357 Paszmep cepnu * 400000.0 Tab
Analytical Repovrt No./ . 890001776764 Date of Analysis / . 30.11.2024
AHagauTnuyeckuii oruer Ne Jara anannsa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTa npousBoAcTBA Toaen no

Mfg. License No. /

IIpon3BoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)
JuueH3nsa Ne

Analysis performed according ND / Ananu3s nposeges mo H/: JIXI-Ne(001554)-(PT-RU)-170424

Titanium dioxide / Tutana
JIAOKCHU]L

Complies as prescribed /
CooTBeTcTBYET

Pale yellow to dark orange red color. / Okpamueanue
OT 6MeNHO-)KENTOro 10 TEMHOTO OPaHXKEBO-KPACHOro
UBeTA.

3 [ Dissolution / PacTBopeHue

Ibuprofen / Ubynpoden

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

Not less than 75 % (Q) of label claim Ci3Hi302
(Ibuprofen) dissolved in 45 min. / He menee 75 % (Q)
oT HoMuHanbHOTO coaepkanus CiaHisO2 (ubynpoden)
yepes 45 MuH.

Drotaverine hydrochloride /
JlpoTaBeprHa THAPOXIOPU

100 %, 96 %, 97 %, 94 %, 102 %,
99%

Not less than 75 % (Q) of label claim CasH3 NO4 HCI
(Drotaverine hydrochloride) dissolved in 45 min. / He
MeHee 75 % (Q) OT HOMMHAJILHOTO COIEpPMKaHUA
C24H31NO4-HCl (mpoTaBeprHa IMAPOXJOPHA) Yepes
45 MHH.

4 | Uniformity of dosage units / OgfHOpoAHOCTH €XHHUI AO3HPOBAHHUS

Thuprofen / Hovnpohen

Impurity A / Ilpumecs A

Ibuprofen / U6ynpogen 3.8 Acceptance value (AV) not more than 15.0. /
INokazartens npuemieMoctd (AV) He 6onee 15,0.
Drotaverine hydrochloride / 7.0 Acceptance value (AV) not more than 15.0. /
JpoTaBeprHa rHAPOXJIOPUT, ITokazatens nmpuemneMoctd (AV) He bonee 15,0.
5 | Impurities / Ipumecn
0.06%

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

Remarks : The Product confirms to ND /
ITpumeuanne: IIponykr coorBercTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmodyenue: OJOBPEHO

Hara: 27.03.2025

Hara: 27.03.2025

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

IToororoeneno: Ramakant \}JJ\ TTpoBepeHo: Pardeep Kumér:j/, Ono6peno: Menemxkep / Pykosoaurens Amit Kumar
Q) : -

Reprint Date / S Reprint Date / Reprint Date / J

Jara: 27.03.2025

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: mail@drreddys.com
CIN: L85195AP1984PLCO0O4507

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
Te! : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIHU3IA

Page4 of 8/ Crp. 4 u3 8

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoayxr: Hoeurau® Jlenn, Tabnerku, NOKpbIThIE IIGHOYHOH 060104K0H, 80 Mr+400 Mr

Market / Poinok : Russia / Poccust

Batch No. / ] Batch Quantity / . 400000.0 tab /

Cepusi Ne R Pasmep cepuu * 400000.0 Tab
Analytical Repog‘t No./ . 890001776764 Date of Analysis / . 30.11.2024
AHaluTHYEeCKH i oTYeT Ne Jlata anaanza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTta nmpou3BoJacTBa T'open go

Mfg. License No. /

IIponsBoacTBeHHAS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)
JUUEeH3UsA No

Analysis performed according ND / Anasins nposexed mo HJL: JITI-Ne(001554)-(PI'-RU)-170424

Impurity J / TIpumecs J

Impurity N / IIpumecs N

Any unidentified impurity /
Enunnunas
HeMAEHTHGUUMPOBaHHAs
NpUMech

Total impurities / Cymma
npuMecei

Drotaverine hydrochloride /
Lpomasepuna cuodpoxiopiic

Acid impurity / Ilpumecs

Below LOQ (LOQ =0.038 %) /
Huke npeaena KOJH4ECTBEHHOTO
onpeaenenus (IIKO = 0.038 %)

Below LOD (LOD = 0.019 %) /
Hwxe npenena o6HapyKeHHs
(ITO = 0.019 %)

Below LOQ (LOQ = 0.043 %) /
Huxe nipenena KoMM4eCTBEHHOTO
onpexnenenus (IIKO = 0.043 %)

0.1%

Below LOD (LOD = 0.010 %) /
Hwxke npesena obnapyxenus (ITO
=0.010 %)

«Kucnora»
Amide impurity / Ilpumecs | Not detected/ He obrapysena Not more than 0.2 % / He 6onee 0,2 %
«AMun»
Amine impurity / IlpuMech Below LOD (LOD = 0.012 %) / Not more than 0.2 % / He 6oxnee 0,2 %
T Huxe npenena o6Hapyxenus (IT1O

e 0,
Drotaveraldine / 0.012 %) Not more than 0.5 % / He 6onee 0,5 %
L — Not detected / He o6HapyxeHa

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

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

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

Not more than 1.5 % / He 6onee 1,5 %

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

Remarks : The Product confirms to ND /
Ipumeuanue: [Ipoaykt cootBercTBYeT TpeboBanuam HJ

Conclusion : APPROVED /
3akmodyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Y
ITonrotorneHo: Ramakant @wx \UJ\ IIporepeno: Pardeep Kumar j Onobpeno: Menemxep / Pykopoaurens Amit Kumar-
// —
Reprint Date / Reprint Date / Reprint Date / J

Hara: 27.03.2025

JHara: 27.03.2025

Jara: 27.03.2025

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: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drredays.com
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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 98165 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page Sof 8/ Crp.5u3 8

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
IMpoayxr: Hoeuran® Jlenu, Tabnerku, MOKPEHITHIE MJIEHOUHOM 0bos0oukoH, 80 Mr+400 mMr

Market / Pb1HOK : Russia / Poccus

Batch No. / . Batch Quantity / . 400000.0 tab /

Cepus Ne S e Pazmep cepuu * 400000.0 Tab
Analytical Repo“rt No./ . 890001776764 Date of Analysis / . 30.11.2024
AHaJIuTHYeCKHIT oTueT N¢ HaTa ananuza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jara npousBoacTBa Lomen no

Mfg. License No. /

Ilpon3BoacTBeHHAs : MINB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)
JauneHsus Ne

Analysis performed according ND / Anasu3 npoeeaex mo HI: JITI-Ne(001554)-(PI'-RU)-170424

Any unidentified impurity /

Ennnanunas
HeueHTH(ULIMpOBaHHas 0.04% Not more than 0.5 % / He 6onee 0,5 %
NpUMecCh
Total impurities / CymMma 0.1% Not more than 3.0 % / He 6onee 3,0 %
npumeceit :

6 | Water content / Cogepxanue 3.0% Not more than 5.0 % / He 6onee 5,0 %

BOJABI

7 | Residual organic solvents /
OcTaTo4HbIE OpraHHYecKHe
pPacTBOPHTEIH

3732pg per tablet / 3732 Mkr Ha
TabIeTKy

2-propanol — not more than 5555 pg per tablet. / 2-
MponaHoJ - He Gojiee 5555 Mkr Ha TabneTky.

8 | Microbiological purity / MukpoGHnosornyeckas YHcTOTA

a) Total Aerobic Microbial
Count / Ob1iee uncno
a3p0OBHBIX MUKPOOPraHU3IMOB

Less than 50 CFU/g /
Menee 50 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast and
moulds count / O6uiee yuco
IPOXKEBBIX U [UICCHEBBIX
rpuboB

Less than 50 CFU/g /
Memnee 50 KOE/r

Not more than 100 CFU/g /
He 6oaee 100 KOE/r

¢) Escherichia Coli

Absent in 1 gram /
OtcytcrByeTrB 11

Shell be absent in 1 gram /
OrcyrcTBue B 1 1

9 | Assay/ KonuyecTBeHHOE onpeaesieHHe

Remarks : The Product confirms to ND /
Hpumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akawouyenue: OJJOBPEHO

Prepared by / Checked by /

Tlonrororneno: Ramakantw w] \&ﬁ

ITposepeHo: Pardeep Kum cil”

Approved by: Manager / Executive /
OnobpeHo: Menemxep / Pykosoaurens Amit humar

A

Reprint Date /
Jara: 27.03.2025

Reprint Date /
Hata: 27.03.2025

Reprint Date / |
Jara: 27.03.2025

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

Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.direddys.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 98165 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Page 60f 8/ Ctp. 6 uz 8

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
Mpoayxr: Hopuran® Jlenu, TabeTkH, NOKPLITEIE MIEHOUHOM 060m0uKoi, 80 Mr+400 Mr

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 400000.0 tab /

Cepus Ne A N2400357 Pa3mep cepuu * 400000.0 Tab
Analytical Repovrt No./ . 890001776764 Date of Analysis / . 30.11.2024
AHaJiHTHYecKni oTueT Ne JlaTa aHaau3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jata npousBoacTea T'ogeH o

Mfg. License No. /

IIponsBoacTBEeHHAA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PI'-RU)
JuueH3ua Ne

Analysis performed according ND / Ananus nposeaen mo HJI: JITI-Ne(001554)-(PT-RU)-170424

JporaBepyHa rHAPOXIIOPUI

(101.0%)

Ibuprofen / U6ynpoden 403.1 mg/403.1 mr From 360.0 mg to 440.0 mg of C13H,30- (Ibuprofen) per
(100.8%) tablet (from 90.0 % to 110.0 % of label claim). / Ot
360,0 Mr go 440,0 mr Ci3Hi30: (ubympoden) B
tabnerke (ot 90,0 % po 110,0 % ot HoMMHanmbHOrO
colepxKaHus).
Drotaverine  hydrochloride / 80.8 mg / 80.8 Mr From 72.0 mg to 88.0 mg of CysHyNO4sHCI

(Drotaverine hydrochloride) per tablet (from 90.0 % to
110.0 % of label claim). / Ot 72,0 mr mo 88,0 wmr
C24H31NO+HCl  (mpotaBepriHa THAPOXJIOpPHA) B
tabnetke (ot 90,0 % no 110,0 % oT HOMMHaJIBEHOrO
COIEpKaHHs).

Ascorbic acid / AckopbuHoBas
KUCIoTa

4.05 mg/4.05 mr
(96.4%)

From 2.94 mg to 4.62 mg of C¢HgOs (Ascorbic acid)
per tablet (from 70.0 % to 110.0 % of label claim)./ Or
2,94 Mr $1(¢) 4,62 MT C¢HzOg
(ackopbunosas kucnora) B tabnerke (ot 70,0 % no
110,0 % OT HOMHHANBHOTO CONEPKAHHS).

10 | Package/ Ynakoska

Per 10 tablets in PA/AI/PVC//aluminum blister. Per 1 blisters and a patient information leaflet
in a carton pack. / ITo 10 tabnerok B IIA/AJI/IIBX//antomunuerom 6nucrepe. ITo 1 6nucrepy
BMECTE C MHCTPYKLIEH 1Mo NPYMEHEHHEO B NaUKy KapTOHHYIO.

Remarks : The Product confirms to ND /
Ipumeuanne: IIponykT coorBeTcTByeT TpeboBaHuaM HJ|

Conclusion : APPROVED /
3akumouenue: OJJOGPEHO

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

HoarorosneHo: Ramakant ITpoeepeHo: Pardeep Kumar: Onobpeno: Menemxep / Pykosoaurens Amit Kumar
wl\.&,’: = N

Reprint Date / s Reprint Date / Reprint Date / v

Hata: 27.03.2025

Jara: 27.03.2025

JHara: 27.03.2025

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
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Dr.Reddy’s Q;’

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

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

Te!

1 +91 98165 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Page 70f 8/ Ctp. 7 u3 8

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

Ipoaykr: Hosuran® Jleam, TabneTku, HOKpBIThIE MIEHOUHOI 06010uK0#, 80 Mr+400 Mr

Market / PoiHox : Russia / Poccus

Batch No. / . Batch Quantity / . 400000.0 tab /
Cepus Ne § V102357 Pa3mep cepnu " 400000.0 Tab
Analytical Repourt No./ . 890001776764 Date of Analysis / . 30.11.2024
AHajguTHyecKkuii oTuet Ne JlaTa anannsa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jara nponssoacrea I'oaen go

Mfg. License No. /

Hpouszeoacreennas : MNB/05/263 MA number: / Homep PY  : JII-Ne(001554)-(PT-RU)
Junen3us Ne

Analysis performed according ND / Anagu3 nposeaen mo HJI: JITI-Ne(001554)-(Pr'-RU)-170424

API name / HaumeHoBanue ADPC:

Ibuprofen / U6ynpoden

Drotaverine hydrochloride /
JpoTtaBepuHa ruApoxiopus

INN / MHH:

Ibuprofen / U6ynpoden

Drotaverine / Iporasepun

Homep cepuu cy6cranuun npoussoaurens [JID:

SR ACHIEERDa (L PBDB230110, PRDB230118 DRO/006/04/21
Homep cepuu npoussoautens A®C:
FP Manufacturer API Batch number / FERA00052, FERA00053 FEOA02122

API Manufactured by & country /
Ilpouspoaurens A®C, crpana:

Solara Active Pharma Sciences
Limited, India /
Conapa Dkrue ®apma CailieHcus
JIumuren, Uuaus

Cohance Lifesciences Limited, India /
Koanc Jlaiidcatiencus Jlumuren,
WUHnus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaunmeHoBaHMe, agpec H HOMep JHIEH3UU
IUIOIAKH, OCYIIeCTBJSIOILEH
NMpPOU3BOACTBO/KOHTPOJL KauyecTBa/Boinyck LJI® /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP)
173205, India (license No MNB/05/263) /
IMpouzBoacTBeHHOE NoApazaeneHue-6, Bumnamx Kxone, Hanarapx Poyn,
Bannu, Conan Hucrpukt, X.I1. 173205, Muausa (JIuuensus 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. 02
September 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 /

IIpumeuanue: IlpopykT cooTBeTcTBYeT TpeGoBanuam HJI

3akmwouenne: OJJOGPEHO

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

INoarotoeneno: Ramakant Q M\ \M}\ ITpoBepeHo: Pardeep Kumar 'i Onobpeno: Menenxep / Pykosonutens ,<\m it t!(umar
Reprint Date / Reprint Date / Reprint Date / y

Hara: 27.03.2025 Jara: 27.03.2025 Jlara: 27.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 8of 8/ Crp. 8 u3 8

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

IMpoaykr: Hosuran™ Jleau, TabieTku, MOKPLITEIE MJIEHOYHOI 060on0ouKoi, 80 Mr+400 mr

Market / PoiHOK : Russia/ Poccus

Batch No. / . Batch Quantity / . 400000.0 tab /
Cepus Ne i V2400557 Pazmep cepuu * 400000.0 Tab
Analytical Repourt No./ . 890001776764 Date of Analysis / . 30.11.2024
AnajguTnueckuii oTyeT No Hara anannza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JarTa npousBoacTBa I'ogen no

Mfg. License No. /

IIpouspoacTBeHHas! : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PI'-RU)
Juuen3us Ne

Analysis performed according ND / Anaan3 nposeaed mo H: JITI-Ne(001554)-(PT'-RU)-170424

3akaiouenue o coorBercTBHM: «HacTosmuM s MOATBEpXKIar0, YTO MpHUBEJEHHas Bblle MHQOpMAaLus sABISETCA
JIOCTOBEpHOH M TOUHOM. DTa cepyst NPOLYKLUMHU Npou3BeieHa (BKIl0Yas yakoBKy (MapKMpOBKY) U KOHTPOJIb KauecTRa)
Ha BbIIIEYKa3aHHOHM IPOM3BOACTBEHHOH Miomajke (I10llagKax) B MOJHOM COOTBETCTBUHU C TpeboBaHuAMH [IpaBun
Hajsiexalnei Npou3BoAcTBeHHOH npakThku EBpasuiickoro skoHoMuueckoro cotsa (Ne GMP/EAEU/RU/00554-2022
ot 02 centsabps 2022) u TpeGoBaHMAMU KOHTPOJSA KayecTBa JICKAPCTBEHHBIX CPEJCTB, @ TAKXKe B COOTBETCTBUM CO
cieudUKausaMH, COJEpPKAIMMUCH B PErMCTPALIMOHHOM JOChE CTPaHbl-UMMOpTepa. 3alucH M0 MPOU3BOJCTRY,
yIakoOBKE M aHalu3y [MpOBEPEHBl, M YCTAaHOBJIEHO HX COOTBeTcTBUE TpeboBaHUuAM [lpaBun Haanexauei
NPOU3BOACTBEHHOM NpakTUKK EBpa3suilckoro 5SKOHOMHUYECKOTO COH03a».

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Remarks : The Product confirms to ND /
Ilpumeuanue: IlpoaykT cooTBercTBYeT TpeboBaHuam HJI

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

Iloarotosneno: Ramakan@l \ IIposepeno: Pardeep Kumar ‘ Opobpeno: Menemxkep / Pyxosonme{b Amit Kumar
AL AL AN~ = [N

Reprint Date / Y \ ol Reprint Date / Reprint Date / !

Hata: 27.03.2025 Hara: 27.03.2025 Hara: 27.03.2025
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