Dr.Reddy’s Qf:‘

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 93166 56001-02
www.drreddys.com

Page 1 0of 10 / Ctp. 1 u3 10

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Npoavir: Hosurau® Jlenu, TabeTsu, NOKpHIThIE 1EHOYHOI 06004KoH, 80 Mr+400 Mr

Market / PuiHOK : Russia / Poccus

Batch No. / . Batch Quantity / . 4,00,000 tab /

Cepus Ne : V2301700 Pazmep cepuu " 4,00.000 Tab

Analytical Repovrt No. / . 890001688188 Date of Analysis / ; 29.09.2023
AnanuTHyeckuii oryer Ne Jata ananusa

Date of Manufacture / . 08/2023 Date of Expiry / . 07/2025

JaTa npon3BoAcTBa Iopex oo

Mfg. License No. /

Ilpou3BoACTBEeHHAsA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PI'-RU)
JnueH3ns Ne

Analysis performed according ND / Ananus nposeaen mo HI: JIII-Ne(001554)-(PT-RU) dt. 15.12.2022 /
JITI-Ne(001554)-(PI'-RU) ot 15.12.2022

Test /

Ne
IToka3zaTennb

Result / PesyabTaTnl

Specification / Hopma

1 Description /
Onucanue

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

yellow core. / JIBOAKOBBIMYKIbIE TabNETKU
MPOMONIroBaTON (OPMBL, TOKPHITEIE TUIEHOYHOH
0605104KO#H CBETJIO-PO30BOTO LBeTa; Ha

MOMNEPCYHOM Pa3pe3e — AP0 CBETIO-XKEATOro UBETA.

Biconvex, oblong shaped, light pink to
pink colored film-coated tablets; cross
section description - light yellow core. /
JIBOAKOBBINYKIIBIE TabneTKu
npoponroeatoit  ¢Gopmel,  MOKPHITHIE
ruieHoyHoM 060/04Koif 0T  CBeTJIO-
pO30BOro 10 pPO30OBOrO LBETa; Ha
MOTIEPEYHOM paspe3e — AAPO CBETIIo-
JEJITOTO L[BETA.

Remarks : The Product confirms to ND /
TIpumeuanne: ITpoaykTt cooTBeTCTBYET TpeboBaHuAM HJI

Conclusion : APPROVED/
3aknwyenue: OJOBPEHO

Prepared by /
Ioxarorosneno: Ramakant

Checked by /
ITpogepeuo: Pardeep Kumar

ol

Approved by: Manager / Executive /

Ono6peno: Menenxep / PykoBoaurens
Abhishek ChauhanL \

Reprint Date /
Jara: 20.11.2023

Reprint Date /
Hara: 20.11.2023

Reprint Date /
LMava: 20.11.2023

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 Q,‘:‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

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 2 of 10 / Ctp. 2 u3 10

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Npoayxr: Hosuran® Jleny, TabyieTky, MOKPHITHIE LIEHOYHOH 060J104k0i, 80 Mr+400 mMr

Market / PeiHox : Russia / Poccus

Batch No./ . Batch Quantity / . 4,00,000 tab /

Cepus Ne g Pasmep cepi © 4,00.000 Tab |
Analytical Repovrt No./ . 890001688188 Date of Analysis / ; 29.09.2023

AnajgntTnyeckuii oTuer No JlaTa ananu3a

Date of Manufacture / . 08/2023 Date of Expiry / . 07/2025

JlaTa npousBoicTBa I'oaen no

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JII-N(001554)-(PT-RU)
JuueH3us Ne

Analysis performed according ND / Auaans npoeegen no HJI: JITI-Ne(001554)-(PT-RU) dt. 15.12.2022 /

JITI-Ne(001554)-(PT-RU) ot 15.12.2022

2 Identification / IlognunuocTb

Tbuprofen, Drotaverine
hydrochloride /
Hbynpoden,
JpotaBepuna
TUAPOXJIOPUN

1) HPLC/B2XX

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 ynepHuBaHHA
OCHOBHBIX IIMKOB Ha  XpoMarorpame
HCTIBITY EMOr0 pacTBopa JTOJDKHEI
COOTBETCTBOBATH BpeMEHaM YyIEp>KHBaHHA
nukoB  ubynpodeHa W JIpoTaBepUHA
TUAPOXJIOpUAA Ha XpoMaTorpaMme
craHaaptHoro pacteopa (ubynpodena u
JipOTaBepHHA THOPOXJIOpHAA) (pazmen
«KonuuecTBeHHOE OMpeneieHue»).

Remarks : The Product confirms to ND /

Conclusion : APPROVED /

IIpumeuanne: [Ipoaykr coorsercrByer TpeboBanusam HJJ

3axmouenue: OJJOBPEHO

Prepared by /
Ioarotoeneno: Ramakant

Checked by /
Ipoeepeno: Pardeep Kumar

sl

Approved by: Manager / Executive /

Ono6peno: Menegzkep / Pykosonurens
) Abhishek Chauhak k

LL;
/
Reprint Date /

Hara: 20.11.2023

Reprint Date /
Hara: 20.11.2023

Reprint Date /
Jata: 20.11.2023

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: L85135AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q‘:‘.

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 556001-02
www.drreddys.com

Page 3 of 10/ CTp. 3 u3 10

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Hpoayxr: Hopurau® Jlenu, TabieTky, MoKpoITHE IWIEHO4HOH 060m0uKoif, 80 Mr+400 mr

Market / PoiHok : Russia / Poccust

Batch No. / . Batch Quantity / . 4,00,000 tab /

Cepus Ne i FES0I90D Pa3mep cepuu * 4,00,000 Tab

Analytical Repovrt No./ . 890001688188 Date of Analysis / ; 29.09.2023
Ananutudyeckuii oryer Ne JlaTta anaausa

Date of Manufacture / . 08/2023 Date of Expiry / . 07/2025

JlaTa npou3BoJcTBa T'opeH g0

Mfg. License No. /

IIpou3BoACTBEHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001554)-(PT-RU)
Juuen3nsa Ne

Analysis performed according ND / Auanus nposeaen no HJI: JIII-Ne(001554)-(PT-RU) dt. 15.12.2022 /
JINI-Ne(001554)-(PI'-RU) ot 15.12.2022

2) HPLC (PDA
detector) / B3XX
(PDA netektop)

Complies as prescribed /
CooTBeTCTBYET

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. / YO - cniekTpbl NOrIOMIEHUS
s NHKOB HOynpodeHa W IpOoTaBEpHHA

TUIPOXIIOpHIA, TMOJTyYeHHbIE NpH
xpomarorpadipoBaHMH  HCTBITYEMOTO M
CTaHIApTHOTO pacTBOpOB (pa3men

«KonuyecTBeHHOE onpeneneﬂue»), JOJIXKHBI
HUMETHb MAKCUMYMBI MOTJIOLIEHHS ITPH OAHUX H
TEeX XKE€ IJIHHAaX BOJIH.

Titanium dioxide /
Turana mHOKCUA

Complies as prescribed / CooTBeTcTBYeT

Pale yellow to dark orange red color. /
OkpaluBaHde OT  OJIeIHO-XKENTOro  JIo
TEMHOTO OpPaH)KEeBO-KPAaCHOTO LIBETA.

3 Dissolution / PacTBopenue

Ibuprofen / U6ynpoden

95 %, 92 %, 95 %, 92 %, 95 %, 93 %

Not less than 75 % (Q) of label claim Ci3H;30
(Tbuprofen) dissolved in 45 min. / He menee
75 % (Q) OT HOMHHAIBHOIO COJEPXKAHKS
Cy3H50: (ubynpodien) yepes 45 MHH.

Remarks : The Product confirms to ND /
HMpumeuanne: [Ipoayxt coorsercTyer Tpebosanuam HJI

Conclusion : APPROVED /
3ararouenne: OJJOGPEHO

Prepared by /
IMoarorosiaeno: Ramakant

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager / Executive /
Ono6peHo: Menemxep|/ PykoBoaurenns
p Abhishek Chauhan

W
Reprint Date /

Hata: 20.11.2023

Reprint Date /
Jlata: 20.11.2023

Reprint Date /
Hara: 20.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4906 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s €3¢

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

CEPTUDUKAT AHAJIM3A

Page 4 of 10 / Ctp. 4 n3 10

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

HMpoaykr: Hoeuran™ Jleaw, TabieTKH, MOKPHITHIE NNEHOYHOH 060J104KOH, 80 mMr+400 mr

Market / PbiHOK : Russia / Poccus

Batch No. / . Batch Quantity / . 4,00,000 tab /

Cepusi Ne i V2BUIG00 Pasmep cepun ° 4,00,000 Tab

Analytical Repourt No./ . 890001688188 Date of Analysis / . 29.09.2023
AHanuTH4YecKHil oTdyeT No JlaTa aHanau3a

Date of Manufacture / . 08/2023 Date of Expiry / . 07/2025

JlaTa npou3BoAcTBAa I'oaen xo

Mfg. License No. /

IIpoussoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PI™-RU)

JaunueHsusn Ne

Analysis performed according ND / Ananus nposegen mo HJI: JIII-Ne(001554)-(PT-RU) dt. 15.12.2022 /

JITI-Ne(001554)-(PI'-RU) ot 15.12.2022

Drotaverine hydrochloride
/ ipoTaBepuHa

97 %, 96 %, 97 %, 96 %, 98 %, 99 %

Not less than 75 % (Q) of label claim
C24H3 NO4-HCI (Drotaverine hydrochloride)
dissolved in 45 min. / He menee 75 % (Q) ot

THAPOXJIOPUS
HOMHUHanbHOTO comepxanust C24H3 NO4 HCI
(mpoTaBepuHa THAPOXIIOPHA) yepes
45 MuH.
4 Related substances / PoacTBeHHbIe IpUMecH

Ihuprofen / Hovnpodien

Impurity A / Ilpumecs A
Impurity J / Ilpumecs J

Impurity N/ ITpumecs N

Any unidentified impurity

0.06 %

Below LOQ (LOQ = 0.038 %) / Huxe
npenena KoJIM4eCTBEHHOrO ONIPENENEHHUS
(TTKO =0.038 %)

Not detected / He 06HapyskeHa

Below LOQ (LOQ = 0.043 %) / Huxe

/ EIMHHuHas TIpeiena KOMMYECTBEHHOTO ONpeICICHAs
- [\

HEHIEHTH)HUHPOBAHHAA (HK@IS0085 %)

MPHUMEChH

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 0.2 % / He 6onee 0,2 %

Remarks : The Product confirms to ND /

Ipnmevanue: [IpoayKT cooTReTCTBYET Tpeboanmam HJL

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

Hara: 20.11.2023

Hara: 20.11.2023

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

Ioarorosneno: Ramakant TIposepeno: Pardeep Kumar OnobpeHo: Menemxkep /\PyKOBOIHTES
W f Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date / bl

JHarta: 20.11.2023

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 ‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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

Page 5 of 10 / Ctp. 5 13 10

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Hpoaykr: Hopuraun® Jlean, TabiieTku, NOKPBITHIE MeHOUHOM 06onoukoit, 80 mr+400 mr

Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / . 4,00,000 tab /
Cepus Ne g F2a000 Pasmep cepuu * 4,00,000 Tab
Analytical Repo:‘t No./ . 890001688188 Date of Analysis / 3 29.09.2023
AHanuTHYecKHil oTueT Nt JlaTa anannza
Date of Manufacture / . 08/2023 Date of Expiry / . 07/2025
JlaTa npoH3BOACTBA I'onen go
Mifg. License No. /
: MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PI'-RU)

IIpouseoacTBeHHAS
Jauuensus Ne

Analysis performed according ND / Auanus nposeaen no H/I: JIII-Ne(001554)-(PT-RU) dt. 15.12.2022 /

JIII-Ne(001554)-(PT-RU) ot 15.

12.2022

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

Total impurities / CymMa
npuMecein

0.1%

Drotaverine hyvdrochloride
/ Hpomagepuna
2UOPOXIopUO

Acid impurity / Ilpumecs

«Kucnora»

Amide impurity /
ITpumecs «KAmMua»
Amine impurity /

ITpumechk «AMHHE»

Drotaveraldine /
JIpoTaBepaJiiH

Any unidentified impurity
/ EauHuyHas
HeugeHTHGHIMPOBAHHAS

MIPUMEChH

Not detected / He oO6HapykeHa

0.07%

Not detected / He obHapyxeHa

0.04%

0.04%

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 0.5 % / He 6onee 0,5 %

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

Remarks : The Product confirms to ND /
Ipumeuanue: IIpoaykr coorseTcTBYET Tpebosanusam HI

Conclusion : APPROVED /
3axmaouenue: OJJOGPEHO

Prepared by /
IMogrorosneHo: Ramakant

bl

Checked by /
Tpoeepeno: Pardeep Kumar

el

P

Approved by: Manager / Executive /
Onobpeno: Mexemxep APykopoantens
Abhishek Chauhan

Reprint Date /
Hara: 20.11.2023

Reprint Date /
Jara: 20.11.2023

Reprint Date /
Jlata: 20.11.2023

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

CEPTUPUKAT AHAJIU3A

Page 6 of 10 / Ctp. 6 13 10

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoaykr: Hosuran® Jlean, TabaeTku, HOKpbIThIE MIEHOUHOH 060moukoit, 80 mr+400 mr

Market / PoiHoK : Russia / Poccust

Batch No. / . Batch Quantity / . 4,00,000 tab /

Cepus Ne i M2eUl0 Paimep cepun © 400,000 Tab

Analytical Repoﬁrt No./ . 890001688188 Date of Analysis / ; 29.09.2023
AHagnTHyeckuii oTuer No Hara aHanusa

Date of Manufacture / . 08/2023 Date of Expiry / . 07/2025

JlaTa NpoH3BOACTBA Toxen no

Mfg. License No. /

IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001554)-(PI'-RU)
JuneH3us Ne

Analysis performed according ND / Auanus nposegen no H/I: JIII-Ne(001554)-(PT-RU) dt. 15.12.2022 /
JITI-Ne(001554)-(PT'-RU) ot 15.12.2022

Total impurities / Cymma 0.2% | Not more than 3.0 % / He 6onee 3,0 %
npumecen
5 Water / Boaa 35% Not more than 5.0 % / He 6onee 5,0 %
6 Residual organic 3074 pg per tablet /3074 Mxr Ha 2-propanol — not more than 5555 pg per
solvents / OcrtaTouHbIe Tabnetky tablet. / 2-nponiaHo - He 6onee 5555 MKr Ha
opraHnyecKHe TabneTKy.
pPACTBOPMTEIH
7 Microbial limits / MuxpoGuosioruyeckasi YucTroTa
a) Total Aerobic Less than 50 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Obmee Mewnee 50 KOE/r He Gonee 1000 KOE/r
queno a3pobHBIX
MHKPOOPTaHU3MOB
b) Total Combined Yeast Less than 50 CFU/g / Not more than 100 CFU/g /
and moulds count / Menee 10 KOE/r He 6oaee 100 KOE/r
Obee yucno
JPOMOKEBBIX U
IUIECHEBBIX TPHOOR
¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OrcyterByeTB 1 T OtcyTcTBHE B 1 T

Remarks : The Product confirms to ND /
I pumeuanue: IIpoaykT cooTBeTcTByET TpeboBaHusm HJJ

Conclusion : APPROVED /
3axmoyenune: OJJOBPEHO

Prepared by /
IMonrorosneno: Ramakant

Checked by /
Ipoeepeno: Pardeep Kumar

-

—

Approved by: Manager / Executive /
Onobpeno: Menemgep / Pykosoaurens
Abhishek Chauhan

Reprint Date / "

Jara: 20.11.2023

Reprint Date /
Hata: 20.11.2023

Reprint Date / \
Jlata: 20.11.2023

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 Laboratories Ltd.

@ e
/ @ Formulation Unit-6
Dr’ Reddy S Q-. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIMU3A

Page 7 0f 10/ CTp. 7 n3 10

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Npoayxr: Hopurau® Jleau, TabaeTk, NOKPBITHIE [IeHOUHOI obonoukoi, 80 mr+400 mr

Market / Poinok : Russia / Poccus

Batch No. / ) Batch Quantity / . 4,00,000 tab /

Cepusi Ne s V2801400 Pa3mep cepuu *4,00,000 Tab

Analytical Repovrt No./ . 890001688188 Date of Analysis / . 29.09.2023
Anasutnyeckuii oruer Ne Jara aHaamu3a

Date of Manufacture / . 08/2023 Date of Expiry / . 072025

JlaTa npousBoacTBa Toaen g0

Mfg. License No./

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PI'-RU)
JnneH3us Ne

Analysis performed according ND / Ananus nposeaes mo HJI: JIII-Ne(001554)-(PT-RU) dt. 15.12.2022 /
JITI-Ne(001554)-(PT-RU) ot 15.12.2022

8 Uniformity of dosage units / OqHOpPOAKOCTb J03HPOBAHUS
Ibuprofen / U6ynpodeH 1.8 Acceptance value (AV) not more than 15.0. /
Iokaszatens mnpuemiemoctd (AV) He bonee
15,0.
Drotaverine hydrochloride 2.6 Acceptance value (AV) not more than 15.0. /
/ JporaBeprHa IMokazarens npuemieMoctH (AV) wne Honee
THAPOXJIOPH], 15,0.
9 Assay / KonuyecTBeHHOe onpejesieHHe
Ibuprofen / U6ynpoden 396.2 mg/396.2 Mmr From 360.0 mg to 440.0 mg of Ci3HisO»
(99.1 %) (Ibuprofen) per tablet (from 90.0 % to 110.0 %
of label claim). / Ot 360,0 mr mno 440,0 mr
C3H,50: (ubymnipoden) B Tabnerke (ot 90,0 %
10 110,0 % OT HOMHUHANBHOTO COEPIKAHUS).
Remarks : The Product confirms to ND / Conclusion : APPROVED /
ITpumeuanue: Ipoaykr coorBeTcTBYET Tpebosanuam HJT Jaxmouenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
INoaroroeneno: Ramakant IpoeepeHo: Pardeep Kumar Onobpeno: Menemxgp / Pykopoaurens
Abhishek Chauhan
okl - {
Reprint Date / ’ Reprint Date / Reprint Date /
Hara: 20.11.2023 Hara: 20.11.2023 Hara: 20.11.2023

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 ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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 8 of 10 / Ctp. 8 u3 10

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoaykr: Hosuran® Jlenu, TabaeTky, MOKPHITHIE MIIEHO4HOM 0605104KOH, 80 Mr+400 mMr

]

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 4,00,000 tab /

Cepus Ne V2301500 Pazmep cepun " 4,00,000 Tab

Analytical Repo“rt No./ . 890001688188 Date of Analysis / . 29.09.2023
AvaguTuyeckuii oTuer Ne JaTa ananusza

Date of Manufacture / . 08/2023 Date of Expiry / . 07/2025

JlaTa npoH3BOACTBA T'ogen o

Mifg. License No. /

IIpousBoacTBEHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)
MHIeH3us Ne

Analysis performed according ND / Ananuns nposexen mo HJI: JITI-Ne(001554)-(PT-RU) dt. 15.12.2022 /

JIII-Ne(001554)-(PT-RU) ot 15.12.2022

Drotaverine hydrochloride

79.2 mg/79.2 Mmr

From 72.0 mg to 88.0 mg of CsH3NO4 HCl

/ HpoTaBeprHa (99.0 %) (Drotaverine hydrochloride) per tablet (from
TUAPOXJIOPHA 90.0 % to 110.0 % of label claim). / Ot 72,0
MI o 88,0 MT C24H31NO4 HCl
(npoTaBeprHa rUAPOXIOpUN) B TabeTke
(ot 90,0 % mo 110,0 % OT HOMMHAJIBLHOIO
CONIepKAHUA).
10 | Ascorbic acid / 4.02 mg/4.02 mMr From 2.94 mg to 4.62 mg of CsHgOg (Ascorbic
AckopONHOBas KHC0TA (95.7 %) acid) per tablet (from 70.0 % to 110.0 % of

label claim). / Ot 2,94 mr no 4,62 mr CsHgOs
(ackopbuHoBas kucyoTa) B Tabnerke (ot 70,0
% no 110,00 % oOT HOMMHAIBHOIO
COZEPIKAHU).

11 Package / Ynakoska

Per 10 tablets in PA/Al/PVC//aluminum blister. Per 1 blisters and a patient information
leaflet in a carton pack. / ITo 10 Tabnerox 8 [TA/AJVIIBX// amomunuesom Giucrepe. Io 1
6JIKCTEPY BMECTE C MHCTPYKLMEH O MPHMEHEHHIO B [TAYKy KapTOHHYIO,

Remarks : The Product confirms to ND /

Ipumeuanue: ITponyKkT cooTBeTcTBYeT Tpebopanuam HIT

Conclusion : APPROVED /
Zaxnwuenue: OJOBPEHO

Hata: 20.11.2023

Hara: 20.11.2023

Prepared by / Checked by / Approved by: Manager / Executive /
MoarorosneHo: Ramakant [posepeno: Pardeep Kumar Onpobpeno: Menemxkep £ PykoBonutens
I’— Abhishek Chauhan
o el \
Reprint Date / Reprint Date / Reprint Date /

Hara: 20.11.2023
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Dr.Reddy’s Qf‘:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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 9 of 10 / Ctp. 9 13 10

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
IIpoaykr: Hosuran® Jleau, TabneTky, NOKPBIThIE MIIEHOUHOM 06onoukoi, 80 mr+400 mr

Market / PuiHok : Russia / Poceus

Batch No. / . Batch Quantity / . 4,00,000 tab /

Cepus Ne MY Pasmep cepun ©4,00,000 Tab

Analytical Repo:‘t No. / . 890001688188 Date of Analysis / . 29.09.2023
AHanuTHyecknii oryet No JlaTa ananau3sa

Date of Manufacture / . 08/2023 Date of Expiry / . 07/2025

JlaTa npoH3BOACTBA Toxen a0

Mfg. License No. /

IIponsBoacTBEeHHASA : MNB/05/263 MA number: / Homep PY  : JII-Ne(001554)-(PI'-RU)
JnneH3us Ne

Analysis performed according ND / Ananu3s nposenen no HJI: JIII-Ne(001554)-(PI'-RU) dt. 15.12.2022/

JIM-Ne(001554)-(PT-RU) ot 15.12.2022

Drotaverine hydrochloride /

I'JId:

API name / HaumenoBasue A®@C: Ibuprofen / U6ynpoden

JlpoTaBeprHa M’MIPOXIOPULR
INN / MHH: Tbuprofen / U6ynpoden Drotaverine / [lpotaBepur
API manufacturer batch number / PBDB200275 DRO/004/04/21
Homep cepun npoussogurtens APC:
FP Manufacturer API Batch number /
Homep cepu cyGcTaHIUU NPON3BOAHTEIS FEOA00332 FEOAO02119

API Manufactured by & country /
IMpouseoaurens APC, crpana:

Solara Active Pharma Sciences
Limited, India/
Conapa Dxtue @apma Caltencus
JIumuren, Munus

RA Chem Pharma Ltd., India/

PA Kem ®apma JIta., Uunua

Name, address, authorization No for
site /

MJIOIUAAKH, OCYLIeCTBJsIIO el

I/

manufacturing site / Control site / Release
HaumeHoBaHHUe, aApec H HOMeP JINUEH3HU

l'lpOﬂ?.BO[[CTBO/KOHTpOJ'lb Ka‘leCTBa/BblﬂyCK

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP)
173205, India (license No MNB/05/263...) /
ITpousBoAcTBEeHHOE roApasaenenHye-6, Bumramk Kxons, Hanarapx Poyx,
Bagmu, Conan Juctpuxr, X.I1. 173205, Maaua (JTuueHsus Ne
MNB/05/263...)

Remarks : The Product confirms to ND /

Ipumeuanue: IIpoyKT COOTBETCTBYET TpeboBaHHAM HI

Conclusion : APPROVED /
3axardenne: OJJOBPEHO

Hata: 20.11.2023

Jlaia: 20.11.2023

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

[oarorosneHo: Ramakant IMposepeno: Pardeep Kumar Ono6peno: Menemxep / Pykopoaurens
M Qf/ Abhishek Chauhan }\

Reprint Date / .' Reprint Date / Reprint Date / g .

Hata. 20.11.2023

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

CIN: L85195AP1984PLC0O04507
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Dr. Reddy's Laboratories Ltd

e
/ ® Formulation Unit-6
Dr‘ Reddy S Q-. 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

Page 10 of 10 / Ctp. 10 u3 10

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Mpoaykr: Hosuran® Jlenu, Tabnerku, NOKPBITHIE MICHOYHON 060JI04KOM, 80 Mr+400 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 4,00,000 tab /

Cepus Ne V2301500 Pasmep cepun * 4,00,000 Tab

Analytical Repourt No./ . 890001688188 Date of Analysis / . 29.09.2023
AHaJIUTHYeCKHI 0T4eT No Jara aHaau3a

Date of Manufacture / . 08/2023 Date of Expiry / . 07/2025

Jata npon3BoacTea TI'ogeH a0

Mifg. License No. /

IIpousBoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(001554)-(PI-RU)
JuueH3ns Ne

Analysis performed according ND / Ananus nposexen no HJI: JIII-Ne(001554)-(PT-RU) dt. 15.12.2022 /
JIT-Ne(001554)~(PT-RU) ot 15.12.2022

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».

Jaka0uenue o coorsercTBuu: «Hacrosimum s MOATBEPXKAAKD, YTO MPUBEACHHAST BBIIIC I/IH(I)OpMaHI/I}I

SIBIISIETCS I0CTOBEPHOM M TOYHOM. DTa cepust MPOAYyKLKMH IPOU3BEeHa (BKITIOYas yNakoBKY (MapKHPOBKY)
¥ KOHTPONh KAauecTBa) Ha BHIIEYKA3aHHOW NPOM3BOACTBEHHOH Miomanke (IUIOW@AAKaX) B MOTHOM

COOTBETCTBMH ¢ TpeGopanuamu IlpaBun Hajexamiedl NPOM3BOACTBEHHOW mnpakTuku EBpasuiickoro
3KOHOMHYecKoro coro3a (Ne GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) U Tpe6OBaHUAMH KOHTPOIISA
KauecTBa JIEKAPCTBEHHBIX CPEACTB, @ TAKXKE B COOTBETCTBHMM CO CNELMMHUKAUMAMH, COACPXKALMMUCS B
PETUCTPALIOHHOM JIOChE CTPaHBI-UMIIOPTEPA. 3alIMCH O TPOU3BOACTBY, YIAKOBKE M aHAU3Y IIPOBCPEHE,
M YCTaHOBJEHO HX COOTBETCTBME TpeGoBanusM [IpaBuil HajUlexallled NMPOU3BOACTBEHHOH MPaKTHUKH

EBp%HﬁCKOFO OKOHOMHYECKOI'0 COrO3a».

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

Ipumeuanne: Ipoaykr cooreTcTBYET TpeGosarusm HII Zaxnouenne: OJNOBPEHO

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

ITonrorosneno: Ramakant ITpoBepeno: Pardeep Kumar Ono6pero: Menemxkep /\PykoeoauTens
W Abhishek Chauhan L’ Q

é'r%‘ L
Reprint Date / Reprint Date / Reprint Date /
Hara: 20.11.2023 Hara: 20.11.2023 Hata: 20.11.2023
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