Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT 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 1 of 10 / CTp. 1 u3 10

{l?roduct : Novigan Lady, film-coated tablets, 80 mg+400 mg
Tlpoaykr: Hosuran® Jlenu, TabaeTkH, NOKPBITHIE IUIEHOYHOMN 060mouKoi, 80 Mr+400 mr

Market / PriHOK : Russia / Poccus

Batch No. / ) Batch Quantity / _4,00,000 tab /

Cepus Ne NSO Pa3mep cepuu ° 4,00,000 Tab

Analytical Repourt No./ . 890001688187 Date of Analysis / ; 29.09.2023
AHanuTnyecknii oryer Ne JlaTa ananusa

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

JlaTa npou3BoACTBa I'ogen no

Mfg. License No. /

IIpou3BoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT'-RU)
Juuensus Ne

12.2022

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

JITI-Ne(001554)-(PT-RU) or 15.
Test /
s Iloka3zaTeb

Result / PesyabTaTh!

Specification / Hopma

1 Description /
Onncanne

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

yellow core. / JIBOAKOBBIMYKJIBIE TabNeTKH
NpOAOJIroBaToil  (OPMBI, MOKPBHITBIE IUICHOYHOM
06osnoukoii CBETJIO-PO30BOrO LBETA,; Ha

MOMEPCYHOM pa3pe3€ — AXPO CBETIIO-KEIITOIO UBETA.

Biconvex, oblong shaped, light pink to
pink colored film-coated tablets; cross
section description - light yellow core. /
HBosikoBBITYy KiTBIE TabneTku
npononroearoi  GopMbl, MOKPHITHIE
IEHOYHOM 060no4Kol OT CBeTJIO-
pPO30BOTO IO pO30BOTO LIBETa; Ha
MOMEPEYHOM pa3pe3e — AIpO CBETIO-
WKENTOrO LBETA.

Remarks : The Product confirms to ND /
IIpumeuanne: Iponykr coorBeTcTBYeT TpebopaHusM HJL

Conclusion : APPROVED /
3axmwoyenune: OJJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

byt

Checked by /
IMposepeno: Pardeep Kumar

Approved by: Manager / Executive /

Onobpeno: Menemkep / PykoBogurens
Abhishek Chauhan w \
\

Reprint Date /
Hata: 20.11.2023

Reprint Date /

Hara: 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 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85135AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's i.abaratories Ltd
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page 2 of 10 / Ctp. 2 13 10

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoaykr: Hosurau® Jleau, Tabnetky, NOKpbIThIC MICHOYHOM 060J104K0M, 80 Mr+400 mr

Market / PuiHOK : Russia / Poccust

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

Cepun Ne VI Pasmep cepun *4,00,000 Tab

Analytical Report No./ . 890001688187 Date of Analysis / : 29.09.2023
AHajuTHYecKHii oTyeT Ne Hara ananusa

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

JlaTa npon3BoAcTBa Ionen no

Mfg. License No. /

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

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

2 Identification / IloanunnocTs

Ibuprofen, Drotaverine
hydrochloride /
H6ynpodeH,
JporaBeprHa
THAPOXJIOPHI

1) HPLC/B32XX

Complies as prescribed /
CooTBeTcTBy€ET

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 yIep>KuBaHUA
OCHOBHBIX [IMKOB Ha  XpomarorpaMmme
UCIIBITYEMOTO pacTBOpa [OJDKHBI
COOTBETCTBOBATH BpEMEHaM YJIEP>XUBaHHUs
mukoB  ubynpodeHa M OpOTaBepHHA
TUAPOXJIOpHIA Ha XpoMaTorpamme
craHaaptHoro pactsopa (ubynpodena u
JpoTaBepuHa  rHApoxiopunma)  (paszen
«KonnuecTBeHHOE ONpeeaeHHE).

Remarks : The Product confirms to ND /
IIpumeuanne: IIpoaykr coorBeTcTBYET TpeboBauusam HJI

Conclusion : APPROVED /
3aknouenue: OJJOBPEHO

Prepared by /
[Moarorosiexo: Ramakant

Checked by /

IIpoeepeno: Pardeep Kumar

Approved by: Manager / Executive /
OnobpeHo: Meucuiﬂep / PyxoBoauresb

Abhishek ChauhaL \

Reprint Date /

JHara: 20.11.2023

Reprint Date /
Harta: 20.11.2023

Reprint Date /
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: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddyv'z | nhhoratories Ltd.

Qs
’ @ Formulation Unit-6
Dr’ Reddy s ‘-‘ Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Page 3 0f 10/ Crp. 3 u3 10

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoayxr: Hoeuran® Jlenu, Tabnetku, nokpeIThie ieHOYHOM 06on0ukoi, 80 Mr+400 mr

Market / PoiHok : Russia / Poccus

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

Cepust Ne = Pt Pasmep cepun ° 4,00,000 Tab

Analytical Repovrt No./ - 890001688187 Date of Analysis / i 29.09.2023
AHanuTHYecKHH oTyeT Ne Jata ananusa

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

JlaTa npousBoacTBa I'ogen mo

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)
JuneH3na Ne

Analysis performed according ND / Auanu3s nposeaen no HJI: JIII-Ne(001554)-(PI'-RU) dt. 15.12.2022 /
JIII-Ne(001554)-(PI'-RU) ot 15.12.2022

2) HPLC (PDA Complies as prescribed / UV-absorbance spectra of Ibuprofen and
detector) / BOXX CooTBeTcTBYET Drotaverine hydrochloride obtained in the
(PDA nerextop) chromatography of the test solution and

reference standard solution (section "Assay")
should have absorbance maxima at the same
wavelengths. / Y® - criekTpbl MOIJIOMIEHHS
s nukoB ubynpodeHa M JpoTaBepUHA

THZPOXJIOPH/A, [OJIyYEHHBIE npu
xpoMmarorpaHpoBaHHU  HCIBITYEMOTO  H
CTaHIapTHOTO pacTBopoB (pazgmen

«KomnuyecTBeHHOE onpeneneHue»), JOJIKHEI
UMETh M@KCHMYMEBI MOIJIOWEHUS TTPpH OAHHX H
TEX XKE AJIMHAaX BOJIH.

Titanium dioxide / Complies as prescribed / CooTgeTcTByeT Pale yellow to dark orange red color. /
TuraHa gHOKCUN OkpaulyBaryde OT OIemHO-XENTOro 1o
TEMHOI'O OPaHXEBO-KPacHOTO LIBETA.
3 Dissolution / PacTtBopeHue
Ibuprofen / U6ynpoden 96 %, 93 %, 94 %, 93 %, 94 %, 96 % Not less than 75 % (Q) of label claim C;3Hi3Oa
(Ibuprofen) dissolved in 45 min. / He meHee
75% (Q) OT HOMHHAJIBHOTO COAEPIKAHHUSA
Ci3H,30- (ubynpoden) uepes 45 MUH.
Remarks : The Product confirms to ND / Conclusion : APPROVED /
TIpumeyanue: [MponykT cooreTcTByeT Tpebosanuam HJ| 3aknwyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ioarotosneno: Ramakant IIpoeepeno: Pardeep Kumar Onob6peno: Menemxep, / Pykosoaureis
NS Or/ Abhishek Chauhan IL
Reprint Date / Reprint Date / Reprint Date / !
Hara: 20.11.2023 Hata: 20.11.2023 JHara: 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 ‘;‘

or. Redeb/'s Laboratorias Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +¢1 22532 56001-02
www.diredcr com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page 4 of 10 / Ctp. 4 3 10

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Npoayxr: Hoeuran® Jlenn, TabneTku, NOKPLITHIE MIEHOYHOH o6omoukoi, 80 mr+400 mr

Market / PbiHOK : Russia / Poccus

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

Cepus Ne i M0N0 Pazmep cepun © 4.00.000 Tab

Analytical Repovrt No./ . 890001688187 Date of Analysis / . 29.09.2023
Ananutnyecknii order No JlaTa ananu3a

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

JlaTa npousBoacTBa T'onen o

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PI-RU)
JuneH3ns Ne

Analysis performed according ND / Auanns nposeaen mo HJ: JIII-Ne(001554)-(PT-RU) dt. 15.12.2022 /
JITI-Ne(001554)-(PT-RU) ot 15.12.2022

Drotaverine hydrochloride
/ ApoTtaBepHHa

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

Not less than 75 % (Q) of label claim
C4H3NO4-HCI (Drotaverine hydrochloride)
dissolved in 45 min. / He menee 75 % (Q) ot

THAPOXJIOPHL
HoMHHaJIBHOTO coaepxanns CagHzNO4-HCI
(mportaBepuHa TUIPOXJIOPHA) yepes
45 MUH.
4 Related substances / PoacTBeHHBIE IpHMecH

Thuprofen / Haovapodhen
Impurity A / ITpumecs A

Impurity J / IIpumecs J

Impurity N / ITpumecs N

Any unidentified impurity

/ EnuauyHas
npesena KOMHYECTBEHHOTO ONpEIeNeHHs
HEeUIEeHTHDULUPOBAHHAS
ACHAG D (TIKO = 0.043 %)
MpHUMech

Below LOQ (LOQ = 0.045 %) / Huxe
npe/iena KOJIM4eCTBECHHOTO ONPe/IEeHHUS
(ITIKO = 0.045 %)

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

Below LOQ (LOQ = 0.038 %) / Huse
npeacna KOJIJMYECTBEHHOI'O ONPENECIICHUA
(TIKO = 0.038 %)

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

Below BDL (BDL= 0.019 %) / Huxe
nopora perucrpauuy (1P = 0.019 %)

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

Below LOQ (LOQ = 0.043 %) / Huxe

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

Remarks : The Product confirms to ND /
IMpumeuanue: IIpoaykt cootBeTcTBYeT Tpeboanuam HIT

Conclusion : APPROVED /
3axaiouenne: OJJOBPEHO

Prepared by /
INoarorosneHo: Ramakant

Rtz

Checked by /
IIpoepeHo: Pardeep Kumar

L

Approved by: Manager / Executive /

Onobpeno: Menemsep / PykoBoaurens
Abhishek Chauhank_{ \

Reprint Date /
JHata: 20.11.2023

Reprint Date /
JaTa: 20.11.2023

Reprint Date /
Jlara: 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: L85135AP1984PLC004507
www.drreddys.com




@e Dr. Redd's Laloratories Ltd.

’ - rarmulation Unit-6

Dl'. Reddy S q-’ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 9335¢€ 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page 5 of 10 / Ctp. 5 13 10

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Hpoayxr: Hosuran® Jleau, TabneTku, NOKPBIThIE MIEHOYHOMH obonoukoii, 80 Mr+400 mr

Market / PuiHoK : Russia / Poccus

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

Cepus Ne =yl Pasmep cepun " 4,00,000 Tab

Analytical Report No./ . 890001688187 Date of Analysis / ; 29.09.2023
Anajgutndeckunii otuer Ne JlaTa aHanusa

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

Jara npon3BoAcTBa Toaen a0

Mfg. License No. /

IpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JII-Ne(001554)-(PI'-RU)
JnueH3Hs Ne

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

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

npuMecei
Below LOQ / Huxe npeznena

KOJIMYECTBCHHOI'Q ONPEACIICHUA

Drataverine hvdrochloride

/ Apomasepuna

{ Apomasepuna Not detected / ne o6Hapysxena Not more than 0.2 % / He 6onee 0,2 %
2udpoxiopuo

Acid impurity / IIpumecs

«Kucnora» 0.06%

Amide impurity / Not more than 0.2 % / He 6onee 0,2 %
[Tprmech «AMHA»

Amine impurity / Not detected / e 0BHapyxera Not more than 0.2 % / He 6onee 0,2 %

ITpuMecs « AMUH»

0.04%
Drotaveraldine / Not more than 0.5 % / He 6onee 0,5 %
JIpoTaBepalIMH
Any unidentified impurity 0.04%
/ EnuHuuHas
HeuIeHTHQULIUpPOBaHHAL Not more than 0.5 % / He 6onee 0,5 %
opyMech
Remarks : The Product confirms to ND / Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt cootBeTcTBYeT TpeboBanusam HJL 3axniouenne: OTOBPEHO
Prepared by / Checked by / . Approved by: Manager / Executive /
MMoaroToeneHo: Ramakant Ipoeepeno: Pardeep Kumar OnobpeHo: Menemkep / PykopoauTens
Q}lT Abhishek Chauhan Lﬂ
Reprint Date / Reprint Date / Reprint Date / "
Hara: 20.11.2023 Jata: 20.11.2023 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
www.drreddys.com



Dr.Reddy’s Qf:‘

Dr. Redd's Lahoratories Ltd.
rorinulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 S5156 36001-02
WWw.drredays.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Page 6 of 10 / Ctp. 6 3 10

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
IlpoaykT: Hosurau® Jlenu, TabneTKu, MOKPHITHIE MICHOYHON 06010uKoi, 80 Mr+400 mMr

JHUeH3Ha No

Market / Prinok : Russia / Poccus

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

Cepusi Ne i MESOIO1 Pasmep cepuu " 4,00,000 Tab

Analytical Rep0ft No./ . 890001638187 Date of Analysis / : 29.09.2023
AnajuTndecknii oryer No Hata aHaIH3a

Date of Manufacture / . 08/2023 Date of Expiry / . 0772025

Jlara npousBoacTBa IoxeH no

Mfg. License No. /

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

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

Total impurities / Cymma 0.2% Not more than 3.0 % / He 6onee 3,0 %
npuMmeceit

5 Water / Boaa 35% Not more than 5.0 % / He 6onee 5,0 %

6 Residual organic 3581 pg per tablet / 3581 Mkr Ha 2-propanol — not more than 5555 pg per
solvents / OcraTouHble TabneTky tablet. / 2-npomnaHon - He 6onee 5555 Mkr Ha
opraHuyeckue TabneTKy.

PACTBODUTEJH
7 Microbial limits / Mukpo6Hosioruyeckas 4ucrora

a) Total Aerobic

Less than 50 CFU/g/

Not more than 1000 CFU/g /

and moulds count /
Obee uncIo
JPOACOKEBBIX H
TUIECHEBBIX IpUbOB

Menee 10 KOE/r

Microbial Count / Ofwee Menee 50 KOE/r He 6onee 1000 KOE/r
YHCIIO a3pOOHBIX

MHKPOOPTraHH3MOB

b) Total Combined Yeast Less than 50 CFU/g/ Not more than 100 CFU/g /

He 60nee 100 KOE/r

¢) Escherichia Coli

Absent in 1 gram /
OrcyrctByeTrB 1 T

Shell be absent in 1 gram /
OtcytrctBUe B 1 1

Remarks : The Product confirms to ND /
IIpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /
Iloaroroeneno: Ramakant

Checked by /
IpoBepeno: Pardeep Kumar

4

Approved by: Manager / Executive /

Onobpeno: Menemuep / PykoBogutens
Abhishek Chauhan L \

Reprint Date /

Jara: 20.11.2023

Reprint Date /
Hara: 20.11.2023

=
Reprint Date /
Jara: 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 €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 581¢¢€ 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page 7 of 10 / CTp. 7 u3 10

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Hpoaykr: Hosurau® Jleau, TabneTku, NOKpeITEHE MIeHOUHOH 060mouko#, 80 mr+400 mr

Market / Poinok : Russia / Poccus

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

Cepus Ne = W20 Pa3mep cepun ° 4,00,000 Tab

Analytical Repo:‘t No./ . 890001688187 Date of Analysis / : 29.09.2023
Ananutnyecknii oruer Ne JaTa ananusa

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

Harta npon3BoacTea Toaen a0

Mfg. License No. /

IIpou3BoacTBeHHAA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001554)-(PT-RU)

Jaunensus Ne

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

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

8 Uniformity of dosage units / Oanopoanocts 1034 poBaHHs
Ibuprofen / U6ynpoden 2.6 Acceptance value (AV) not more than 15.0. /
IMokazarens npuemiieMoctu (AV) He Gonee
15.0.
Drotaverine hydrochloride 4.9 Acceptance value (AV) not more than 15.0. /
/ JpoTaBepuHa [Mokazatens npuemaemoctd (AV) He Oonee
THIPOXJIOPH, 15,0.
9 Assay / KosnyecTBenHoe onpejaeneHue
Ibuprofen / U6ynpoden 395.6 mg/395.6 mr From 360.0 mg to 440.0 mg of C;3Hi30:
(98.9 %) (Ibuprofen) per tablet (from 90.0 % to 110.0 %
of label claim). / Or 360,0 mr go 440,0 mr
Ci3H1302 (ubynpoden) B Tabnerke (ot 90,0 %
10 110,0 % 0T HOMMHAJILHOTO COTEPXKAHNUS).

Remarks : The Product confirms to ND /

IIpumeuanue: [Tpoaykr cooTBeTcTBYET TpeboBaHmsIM HJ

Conclusion : APPROVED /
Jaxawouenune: OJOBPEHO

Prepared by /
IToarorosneHo: Ramakant

Checked by /
IposepeHo: Pardeep Kumar

-

—

Approved by: Manager / Executive /
Ono6peno: Meuengkep / Pykosoautens
Abhishek Chauhar

me
Bl
Reprint Date /

JHara: 20.11.2023

Reprint Date /
Hata: 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

www.drreddys.com




Dr.Reddy’s Qi‘

Dr. Redd/'s Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: 491 8166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Page 8 of 10 / Crp. 8 3 10

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Mpoaykr: Hosurau® Jlean, TablerkH, NOKPEITLIC TIIEHOYHOH obonoukoii, 80 Mr+400 mMr

Market / PbiHOK : Russia / Poccus

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

Cepun Ne V2SN Paszmep cepuu © 4,00,000 Tab

Analytical Rep0ft No./ - 890001688187 Date of Analysis / ; 29.09.2023
AnanuTuuyecKuii oryeT Ne Jara asanusa

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

Jlara npou3BoAcTBA Fonen mxo

Mfg. License No. /

IIpou3BogcTBEHHAR :+ MNB/05/263 MA number: / Homep PY : JII-Ne(001554)-(PI'-RU)
Juuensus Ne

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

JITT-Ne(001554)«(PI'-RU) ot 15.12.2022

Drotaverine hydrochloride

78.6 mg / 78.6 Mr

From 72.0 mg to 88.0 mg of C24H31NO4-HCI

/ JlporaBeprHa (98.3 %) (Drotaverine hydrochloride) per tablet (from
THOPOXJIOPHA 90.0 % to 110.0 % of label claim). / Ot 72,0
MT o 88,0 MI Ca4H31NO4 HCI
(apoTaBepuHa THAPOXJIOPHA) B TaONIETKeE
(or 90,0 % mo 110,0 % OT HOMHHAIEHOrO
conepxaHu).
10 Ascorbic acid / 4.07 mg/4.07 Mr From 2.94 mg to 4.62 mg of C¢HgOs (Ascorbic
AckopOuHOBasi KHCJIOTA (96.8 %) acid) per tablet (from 70.0 % to 110.0 % of

label claim). / Ot 2,94 Mr no 4,62 mr CsHsOg
(ackop6unoBas krcnota) B Tabnerke (ot 70,0
% mo 110,00 % oT HOMMHaAILHOTO
COZIEpXKaHHs).

11 Package / YnaxoBka

Per 10 tablets in PA/AI/PVC//aluminum blister. Per 1 blisters and a patient information
leaflet in a carton pack. / ITo 10 Tabnetox B ITA/AJV/IIBX// amomununesom 6nucrepe. Ilo 1

GnucTepy BMECTE € HHCTPYKIMEIi [0 NPHMEHEHHIO B MTAUKY KAPTOHHYIO.
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Ipumeuanue: [Iponykr coorBercTByeT Tpebosanuam HII
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3axaw4enne: OJJOBPEHO
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ITonrorosneno: Ramakant

iyt
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IIposepeHo: Pardeep Kumar

”

ol —

Approved by: Manager / Executive /
Onobpeno: Mene
Abhishek Chauhan
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Iara: 20.11.2023
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Reprint Date /
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CEPTUPHKAT AHAJIU3A

Or. Reddy's Laberatories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 $31665 56001-02
www.drreddys.com
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Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
HNpoaykt: Hosuran® Jlenu, TabieTKy, NOKPEITbIE MIeHOYHOMH 060moukoii, 80 mr+400 mr

Market / Peinok : Russia / Pocenst

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

Cepus Ne s RSO0 Pa3zmep cepun © 4.00.000 Tab

Analytical Repovrt No./ . 890001688187 Date of Analysis / . 29.09.2023
AHaJduTHYECKHIT oTueT Ne JlaTa aHaaM3a

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

JaTa npou3BoacTBa T'ogen no

Mfg. License No. /

IIpon3BoacTBEHHAsA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)
anuen3us Ne

Analysis performed according ND / Ananus nposeaen no HJI: JITI-Ne(001554)-(PI-RU) dt. 15.12.2022 /

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

API name / Haumenosauune A®C:

Ibuprofen / U6ynpoden

Drotaverine hydrochloride /
JpoTraBeprHa TMAPOXJIOPUI

INN / MHH:

Ibuprofen / HU6ynpoden

Drotaverine / lpoTaBeprH

API manufacturer batch number /
Homep cepun nponssoauteas ADC:

PBDB200293, PBDB220161

DRO/004/04/21, DRO/006/04/21

FP Manufacturer API Batch number /

IJ1d:

Homep cepuu cyGcTaHIIMH NPOH3BOAUTES

FEOA00339, FEPA03530

FEOA02119, FEOA02122

API Manufactured by & country /
Ilpounspoautenn ADC, crpaHa:

Solara Active Pharma Sciences
Limited, India /
Conapa Dxrue Gapma CaiteHcHs
Jlumuren, Uunus

RA Chem Pharma Ltd., India/

PA Kem ®apma Jlta., Unons

Name, address, authorization No for
site /

IO IIAAKH, ocymecnmmomeii

IJd/

manufacturing site / Control site / Release
HaumeHoBaHue, agpec U HOMeD JHIEH3UH

l'lpOPBBOJICTBO/KOHTpOJ": Ka'-leCTBa/Bl:ll'lyCK

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP)
173205, India (license No MNB/05/263...) /
[Ipou3BOACTREHHOE NoApasaeneHue-6, Bunnamx Kxons, Hanarapx Poy,
Banmu, Conan Juctpuxr, X.IT. 173205, Unaus (JIuuenzus Ne
MNB/05/263...)

Remarks : The Product confirms to ND /

N pumeuanne: [Ipoaykt coorsercTByer Tpebopanusm HJL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

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

IMoarororneno: Ramakant Iposepeno: Pardeep Kumar Onobpeno: Menemyep / Pyxosonuress
W p Abhishek Chauhan k

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

CIM: L85135AP1984PLC0O04507

www.drreddys.com




Q.. Dr. Reddy's Laboratories Ltd

’ @ Formulation Unit-6

Dr' Reddy s .. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 5166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJM3A

Page 10 of 10 / Ctp. 10 13 10

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

Ipoaykr: Hosuran® Jlenu, Tabnetku, MOKpbIThIE [L1eHOUHOH 060/10uKOH, 80 Mr+400 mr

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 4,00,000 tab /
Cepust Ne NSO Pasmep cepuu " 4,00,000 Tab
Analytical Repo:‘t No. / . 890001688187 Date of Analysis / ; 29.09.2023
AHanuTHYeCKHM oTueT No JlaTa anaJjun3a

Date of Manufacture / . 08/2023 Date of Expiry / . 072025
JlaTa npousBoacTBa I'onen o

Mfg. License No. /

Ilpou3BoACTBeHHAas! : MNB/05/263 MA number: / Homep PY : JIII-Ne(001554)-(PT-RU)
auneH3us No

Analysis performed according ND / Ananus nposegen no HI: JIII-Ne(001554)-(PI'-RU) dt. 15.12.2022 /
JITI-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».

3aki0YeHHe 0 COOTBeTCTBMH: «HacToAIMM s MOATBEPXk/Ialo, YTO TPUBEJEHHAs Bblle HH(OpPMAlHs
ABIAETCS JOCTOBEPHOM M TOUHOM. DTa cepus MPOAYKIMKM IPOU3BEaeHA (BKIII0YAA YIIAKOBKY (MApKHPOBKY)
¥ KOHTPOJb KayecTBa) Ha BHINIEYKA3aHHOM MPOM3BOACTBEHHOH IUIOMAAKE (MIOMAAKaX) B TIOJHOM
COOTBETCTBUM ¢ TpeOoBaHMAMHM I[lpaBWi Haiexalneil MpOH3BOACTBEHHOHW MNpakTHKM EBpasuiickoro
sKoHOMMUecKoro coro3a (Ne GMP/EAEU/RU/00554-2022 ot 02 cents16ps 2022) u TpeOOBaHUAMU KOHTPOJISI
KayecTBa JIEKAPCTBEHHBIX CPEACTB, & TAKXKE B COOTBETCTBHU CO CNEUUPUKALMAMM, COAEPKAIMMHCS B
PETMCTPALIMOHHOM JI0ChE CTPaHBI-MMIIOPTEPa. 3allUCH 110 MPOU3BOJCTBY, YIIAaKOBKE ¥ aHAJIM3y [IPOBEPEHEI,
M YCTAHOBJIEHO HX COOTBETCTBHE TpeGoBaHHsM IlpaBuy Hajsiexalleld NMPOM3BOACTBEHHOM MpPaKTHKH
EBpa3niickoro 3KOHOMHYECKOTO COKO3a».

Remarks : The Product confirms to ND / Conclusion : APPROVED /
Ipumeuanne: [Ipoaykt coorseTcTBYET TpedoBaHuam HII Sakaogyenne: OJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToorotosneno: Ramakant Ilposepeno: Pardeep Kumar OmnobpeHo: Menenkep / Pykosoaurens

W Qf/ Abhishek Chauhan \

|

Reprint Date / Reprint Date / Reprint Date /
JHara: 20.11.2023 Hara: 20.11.2023 Hara: 20.11.2023
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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