Dr.Reddy’s Q;‘..‘.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

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

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

INpoaykr: Hosurau® Jlenu, TabiieTkH, IOKPHITHIE IUICHOYHOM 06osoukoii, 80 Mr+400 mr

Market / Poinok : Russia / Poccus

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

Cepus Ne o V2301502 Pazmep cepuu ° 4.00,000 Tab

Analytical RepoIt No./ . 890001688189 Date of Analysis / ; 29.09.2023
AHaJluTHYeCKHIi oTyeT Ne JlaTa aHanu3a

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

JlaTa mpoH3BOACTBA Tonen 10

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JII1-Ne(001554)-(PI'-RU)
JuueH3Hsa Ne

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

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

No iLEst/ Result / Pe3yabTaThl Specification / Hopma
Iloka3aTennb
1 Description / Biconvex, oblong shaped, light pink to
. . . i film- lets;
Cinpcasme Biconvex, oblong shaped, light pink colored film- pmk. colored. . coz.ited e
. e . section description - light yellow core. /
coated tablets; cross section description - light
JIBOAKOBBIITYKIIbIE TabneTku
yellow core. / JIBOSKOBBIIyKJIble TaONETKH .
= . | mpomonroBatroii (opMBEI, MOKPHITHIE
MpOZOrOBaToil  (OPMBI, MOKPHIThIE IUICHOYHOM . .
. ieHouHofi ofonmoukoft OT  cBeTNIOo-
0605104KOi CBETJIO-PO30BOTO LIBETa; Ha .
pO30BOr0 [0 pPO30BOrO lBETa; Ha
NONepPeYHOM paspese — AP0 CBETIO-KENTOrO LIBETA.
MOMEPEYHOM paspeze — SAPO CBETIO-
JKENTOTO LBETA.
Remarks : The Product confirms to ND / Conclusion : APPROVED /
Ipumeuanne: [ponykT cooTeeTcTBYET TpeboBanuam HI 3axmogenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ioaroropneno: Ramakant Ilposepeno: Pardeep Kumar Onobpeno: Menegukep / PyxoBoaurens
ci/ Abhishek Chauha
/ =
Reprint Date / Reprint Date / Reprint Date /
Jata: 20.11.2023 Jlata: 20.11.2023 Hara: 20.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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
Hpoayxr: Hosuran® Jleau, TabaeTku, IOKPhITHIE MIeHOHHOH 06on04koif, 80 Mr+400 mr

Market / PoiHox : Russia / Poccus

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

Cepus Ne oy Pazmep cepun © 4,00,000 Tab

Analytical Repo:‘t No./ . 890001688189 Date of Analysis / g 29.09.2023
AHaJinTH4YecKHii oTyeT No JlaTa aHanu3a

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

JlaTa npoM3BoACTBA TogeH o

Mfg. License No. /

IIpon3soacTBeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)
JuueH3ns Ne

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

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

2 Identification / IloAnnHHOCTD
Ibuprofen, Drotaverine Complies as prescribed / The retention times of the main peaks in the
hydrochloride / CoOTBETCTBYET chromatogram of test solution should comply
HbynpodeH, with the retention times of Ibuprofen and
JpoTaBeprHa Drotaverine hydrochloride peaks in the
THAPOXJIOPUA chromatogram reference standard solution

1) HPLC/B2XX

(Ibuprofen and Drotaverine hydrochloride)
(section "Assay") / BpemeHa ynepxuBaHHA
OCHOBHEIX IIMKOB Ha  XpoMarorpame
HCTIBITY EMOTO pacTBOpa IIOTDKHEI
COOTBETCTBOBATH BpEeMEHaM yACP)KUBAHHA
nukoB  ubynpodeHa M [IpOTaBepMHA
THAPOXJIOpHAA Ha XpoMaTorpaMmme
craHaapTHoro pactBopa (Mbynpodena u
IpOTaBEpHHA THAPOXJIOPHIA) (pazzen
«KonnuecTBeHHOE ONPENETICHHEY).

Remarks : The Product confirms to ND / Conclusion : APPROVED /
Ipumeuanne: [poaykr coorsercTryeT Tpedosanuam HJT 3akiouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ITonrorosneno: Ramakant [Mposepeno: Pardeep Kumar Onobpeno: Menemxep / Pyxoroaurens

t Abhishek Chauhan L

S/ = L/ \ \
g Ex——

Reprint Date / Reprint Date / Reprint Date /
JHara: 20.11.2023 Hata: 20.11.2023 Iara: 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: LB5195AP1884PLC00450 7
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

CEPTUOUKAT AHAJTU3A

Page30f 10/ Crp.3 u3 10

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoayxr: Hosuran® Jlenu, TabneTky, MOKpBITHE MIeHOYHOH 06010uKkoi, 80 Mr+400 mMr

Market / PuiHok : Russia / Poccus

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

Cepus Ne E V2801702 Paszmep cepuu * 4,00,000 Tabd

Analytical Repourt No./ . 890001638189 Date of Analysis / . 29.09.2023
AHAJUTHYECKHIT oTyeT Ne JaTa anaansa

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

JlaTa npoM3BOACTBA I'onen no

Mfg. License No. /

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

Analysis performed according ND / Ananns nposenen mo H: JIII-Ne(001554)-(PI'-RU) dt. 15.12.2022 /
JITI-Ne(001554)-(PT-RU) ot 15.12.2022

2) HPLC (PDA
detector) / BOXX
(PDA petekTop)

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. / Y® - crekTpsl NOTJIOMIEHHA
Uil nHkoB HOynpodeHa W IpoTaBepuUHa

THAPOXJIOPHIA, MOJy4EHHbIE npu
xpomaTtorpa@UpoBaHHM  HCIIBITYEMOTO M
CTaHAAPTHOrO pacTBOPOB (pazzmen

«KomyuecTBeHHOE onpenenel-me»), JOJDKHBI
UMETH MAKCHUMYMBI TIOTJIOLIEHHWA ITPH OOHUX H
TEX XK€ JJINHaX BOJIH.

Titanium dioxide /
TuTaHa THOKCHI

Complies as prescribed / CooTBeTCTBYET

Pale yellow to dark orange red color. /
OxkpawmuBaHue OT OIeIHO-XENTOro A0
TEMHOr'O OPaHXXEBO-KPACHOTO LIBETA.

3 Dissolution / PacTeopenune

Ibuprofen / U6ynpoden

93 %, 93 %, 92 %, 90 %, 90 %, 89 %

Not less than 75 % (Q) of label claim C 3H;302
(Ibuprofen) dissolved in 45 min. / He meHee
75% (Q) OT HOMHHANLHOTO COAEPKAHUA
C13H, 502 (ubynpodeH) uepes 45 MUH.

Remarks : The Product confirms to ND /
Mpumeuanue: TpomykTt cootercTRyeT Tpebosanuam HJT

Conclusion : APPROVED /
3akmoyenne: OJJOGPEHO

JHara: 20.11.2023

Jara: 20.11.2023

Prepared by / Checked by / Approved by: Manager / Executive /
Ioaroroeneno: Ramakant Iporepeno: Pardeep Kumar Onobpeno: Menenxep / Pyxopoautesns
Qj/_ Abhishek Chauhan
yd s \
Reprint Date / Reprint Date / Reprint Date / !

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, Cimail. mail@drreddys.com

CIN: L85195AP1984PLC004507
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

CEPTUO®HUKAT AHAJTHU3A

Page 4 of 10 / Ctp. 4 u3 10

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
IpoaykT: Hogurau® Jleny, TabaeTku, NOKPhIThIE NIeHOYHOM 060mn04koit, 80 Mr+400 mr

Market / PeiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 4,00,000 tab /
Cepus Ne 2§ VESUIGZ Pasmep cepun © 400,000 tab
Analytical Repo:‘t No./ . 890001688189 Date of Analysis / : 29.09.2023
AHaJUTHYeCKHIT oTdeT Ne Jlara ananu3sa

Date of Manufacture / . 08/2023 Date of Expiry / . 07/2025
JlaTa mpou3BOACTBA T'onen o

Mfg. License No. /
IIpousBoacTBeHHasn
JHIeH3Hs Ne

: MNB/05/263

MA number: / Homep PY

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

Analysis performed according ND / Ananu3 nposeaen no HJI: JITI-Ne(001554)-(PT-RU) dt. 15.12.2022 /

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

Drotaverine hydrochloride
/ JlpotraBepuHa

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

Not less than 75% (Q) of label claim
C24H31NO,-HCl (Drotaverine hydrochloride)
dissolved in 45 min. / He menee 75 % (Q) ot

THOPOXJIOPHA,
HOMHHaneHOTO conepxanus C24H3NO4 HCI
(mpoTaBepuHa THIAPOXJIOPHA) yepes
45 MuH.
4 Related substances / PogcrBeHHble MpUMecH

Thuprofen / Hovnpoden

Impurity A / [Tpumecs A
Impurity J/ TIpumecs J

Impurity N / IIpumecs N

Any unidentified impurity

0.05%

Below LOQ (LOQ = 0.038 %) / Huoke
npeacina KOJIMYCCTBEHHOT'O onpeueneﬂml
(TTKO = 0.038 %)

Below BDL (BDL= 0.019 %) / Hrxe
nopora perucrpauumu (ITP = 0.019 %)

Below LOQ (LOQ = 0.043 %) / Huxe

/ Equuuanas npezena KONMYECTBEHHOTO OpeJeieHUs
- [

HeWIeHTHHHULMpPOBaHHAs (HEQ= Q0Hre)

NpHMECh

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 /
Ipumeuanue: Ipoaykr cooTBeTcTByeT TpeboBannam HJL

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

Prepared by /
TToaroroeneno: Ramakant

b

Checked by /
IIpoeepeno: Pardeep Kumar

I~

Approved by: Manager / Executive /

Onobpeno: Menemkep / PykoBoauresb
Abhishek Chauhan K;/ \

Reprint Date /
JHata: 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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Qi‘

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

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 5 of 10 / Ctp. S 13 10

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Hpoayxr: Hosuraun® Jleau, TabnaeTKH, TOKPBITHIE MIIEHOUHOH 0600uK0i, 80 Mr+400 mMr

Market / PbIHOK : Russia / Poccus

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

Cepus Ne : V2301702 Paimep cepun " 4,00,000 Tab

Analytical Repovrt No./ . 890001688189 Date of Analysis / . 29.09.2023
AHaguTudeckuii oTuer Ne JlaTa aHajau3a

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

Jlara mpou3BoJACTBA Toxen ao

Mfg. License No. /

IIpousBoacTBeHHASA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)
auneH3ua Ne

Analysis performed according ND / Araaus nposexen no HJ: JIII-Ne(001554)-(PT-RU) dt. 15.12.2022/
JIII-Ne(001554)-(PI'-RU) ot 15.12.2022

npuMecet

Total impurities / Cymma

0.0453%

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

Drotaverine hydrochloride

/ [lpomagepuna
2UOPOXNOPUO

«Kucnora»

Acid impurity / Ilpumech

Not detected / He o6HapyxeHa

0.05%

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

Amide

impurity -
ITpumeck «AMuUI»

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

Amine

impurity
TIpumecs « AMUHY

/ Not detected / He oOHapyxeHa

0.03%

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

Drotaveraldine /
HpotaBepanaud

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

MpHUMECH

Any unidentified impurity 0.05%
/ Epvnauunas
HerIeHTU ULUPOBaHHAs

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

0.2%

MpHMecer

Total impurities / Cymma

Not more than 3.0 % / He 6onee 3,0 %

Remarks : The Product confirms to ND /
ITpumeuanue: IIpoaykT cootrsercTByeT Tpebosanmsm HJI

Conclusion : APPROVED /
Bakarouyenue: OJJOBPEHO

Prepared by /

ITonrorosneno: Ramakant

bt

Checked by /
Ilpoeepeno: Pardeep Kumar

4

Approved by: Manager / Executive /
Onob6peno: Meuejikep / PykoBoauTens
Abhishek Chattha

\

Reprint Date /
Hara: 20.11.2023

Reprint Date /
Hara: 20.11.2023

Reprint Date /
Hara: 20.11.2023

Registared Dffice: 8-2-337, Rnad Nn 2, Ranjara Hills, Hyderahar - 50NN34, Telangana, India

Tel: 491 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

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 6 of 10 / Ctp. 6 u3 10

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

Ilpoaykr: Hosuran® Jlenu, Tabnerku, MOKPLITEIE INIEHOYHOH 0607104KO0M, 80 Mr+400 Mr

Market / PuiHok : Russia / Poccus

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

Cepns Ne | VOO Pa3mep cepun * 4,00,000 Tab

Analytical Repo:‘t No./ . 890001688189 Date of Analysis / . 29.09.2023
AHanurnyecknid oryet Ne JlaTa aHamusa

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

JlaTa npou3BoacTBa Toaen oo

Mfg. License No. /

IIpousBoacTBEeHHAA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001554)-(PT-RU)
JuneH3usa Ne

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

5 Water / Boxa

35%

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

6 Residual

organic

3505 pg per tablet / 3505 mxr Ha

2-propanol — not more than 5555 pg per

solvents / OcraTo4Hble TabneTky tablet. / 2-nponadon - He 6onee 5555 MKT Ha
opraHnyeckue TabneTky.
DACTBODHTEJH

7 Microbial limits / MuxpoGuosiornyeckas 4ucToTa

a) Total Aerobic

YUCJIO a3pOOHBIX
MUKPOOPraHH3MOB

Microbial Count / Obiee

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

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

and moulds count /
Ob1uee uncio
ZIPOXOKEBBIX U
TUIECHEBLIX IpHOOB

b) Total Combined Yeast

Less than 50 CFU/g /
Menee 10 KOE/r

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

c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcyrctByeTB 1 T OrcytctBue B 1 1
8 Uniformity of dosage units / OaHopoAHOCTbL A03HPOBAHHSA

Remarks : The Product confirms o WD /
Ipumeuanue: [Mponykr coorsercTBYeT TpeOoBanusam HJI

Cunclusivn : APPROVED /
3aknwuenue: OJJIOBPEHO

Prepared by /
IMoarorosnexo: Ramakant

Bl

Checked by /
Iposepeno: Pardeep Kumar

L

Approved by: Manager / Executive /
Onobpeno: Mene
Abhishek Chauhan \|

#ep / PykoBoauTesns

,,\\

Reprint Date /
Hara: 20.11.2023

Reprint Date /
Hara: 20.11.2023

Reprint Date /
Hara: 20.11.2023

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Q.c 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 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 7 0of 10 / Ctp. 7 13 10

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Hpoaykr: Hoeuran® Jlenu, TabaeTkH, MOKPLIThIE MIIEHOUHO#H 060s104K0H, 80 Mr+400 mr

Market / PeiHOK : Russia / Poccus

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

Cepust Ne R Pasmep cepuu * 4,00,000 Tab

Analytical Repo:‘t No./ . 890001688189 Date of Analysis / s 29.09.2023
AnajuTnyeckuii oruer Ne Jdarta aHaauza

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

JlaTa npou3BoacTBA I'oxen o

Mfg. License No. /

Ilpou3BoacTBeHHAsA : MNB/05/263 MA number: / Homep PY  : JII-Ne(001554)-(PI'-RU)
auuensus Ne

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

Ibuprofen / U6ynpoden 2.9 Acceptance value (AV) not more than 15.0. /
[Mokaszarens npuemiemoctd (AV) He Gomee
15.0.
Drotaverine hydrochloride 3.7 Acceptance value (AV) not more than 15.0. /
/ JporaBeprna [Mokazatens npuemiemoctd (AV) He Gomnee
THAPOXIIOPH, 15,0.
9 Assay / KoninuecTBeHHoOe onpeaenaenue
Ibuprofen / U6ynpoden 398.5 mg/398.5 mr From 360.0 mg to 440.0 mg of Cj;3H;s0:
(99.6 %) (Ibuprofen) per tablet (from 90.0 % to 110.0 %
of label claim). / Ot 360,0 mr mo 440,0 mr
C13H;5302 (ubynpoden) B tabnetke (ot 90,0 %
10 110,0 % OT HOMHHANILHOTO COAEPHAHMA).

Remarks : The Product confirms to ND / Conclusion : APPROVED /
Tpumeuanne: ITponykT cooTBeTCTBYET TpeboBanusaM HJT 3akarouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[NoarororieHo: Ramakant Llpogepeno: Pardeep Kumar Cuubpeno: Menemsep / PyROBOUMICI!L
t Abhishek Chauhan L’

/ — ] \
Reprint Date / Reprint Date / Reprint Date / '
Hara: 20.11.2023 Hata: 20.11.2023 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

@ 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
CEPTH®HKAT AHAJIH3A

Page 8 of 10/ CTp. 8 m3 10

Product : Novigan Lady, fi
Hpoayxr: Hosuran® Jleau

Im-coated tablets, 80 mg+400 mg
, TaOJIETKH, TIOKPBITEIE TUIeHOYHOM o6onoukoii, 80 mr+400 mr

Market / PbiHOK : Russia / Poccns

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

Cepus Ne V2S00 Pa3smep cepun ° 4,00,000 Tab

Analytical Repog‘t No./ . 890001688189 Date of Analysis / . 29.09.2023
AnaanTHyecknii otuer Ne JlaTa anaJju3a

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

JlaTa mpou3BoacTBA I'onen go

Mfg. License No. /

IIpousBoacTBeHHAsA : MNB/05/263 MA number: / Homep PY  : JII-Ne(001554)-(PT-RU)
JuneH3us Ne

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

THOPOXJIOPUI

Drotaverine hydrochloride 79.7 mg /79.7 Mr From 72.0 mg to 88.0 mg of C24H3 NO4 HCl
/ HporarepuHa (99.6 %) (Drotaverine hydrochloride) per tablet (from

90.0 % to 110.0 % of label claim). / Ot 72,0
MI )i (8] 88,0 MI Ca4H3 1 NO4 HCI
(apoTaBepHHa TMOPOXJIOPHI) B TabeTKe

(ot 90,0 % mo 110,0 % OT HOMHHAJBLHOIO
COICPIKAHUS).

10 Ascorbic acid / 4.03 mg/4.03 mr From 2.94 mg to 4.62 mg of CsHgOs (Ascorbic

AcKopGHHOBasI KHCJIOTA (96.0 %) acid) per tablet (from 70.0 % to 110.0 % of

label claim). / Ot 2,94 mr no 4,62 mr CsHsOg
(ackop6uHoBas kucnora) B Tabaerke (ot 70,0
% g0 110,0 % OT HOMHHAJILHOIO
COJIEpKaums).

11 Package / YnakoBka Per 10 tablets in PA/Al/PVC//aluminum blister. Per 1 blisters and a patient information

leaflet in a carton pack. / ITo 10 Ta6netox B ITA/AJIV/TIBX// amomunuesoM 6nucrepe. Ilo 1
6IIMCTEpPY BMECTE C MHCTPYKLIMEH MO IPUMEHEHHIO B MaYKy KapTOHHYO.

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

IIpumeuanue: IIpoayKT COOTBETCTBYET Tpebosanuam HJT Zaxnwuenune: OJOBPEHO

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

IToarotoeneHo: Ramakant IpoeepeHo: Pardeep Kumar Onobpeto: Meuemkep,/ PykoBoaurens
JJ\ [ Abhighek Chauhun L

Reprint Date / Reprint Date / Reprint Date / '

Jara: 20.11.2023 Jara: 20.11.2023 Hata: 20.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +971 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

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 0of 10 / Ctp. 9 13 10

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoaykr: Hosuran® Jlemu, Tabnerku, moKpeIThie IIIEHOUHOH 060710uKOH, 80 Mr+400 Mr

Market / PoiHok : Russia / Poccus

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

Cepusa Ne = YOt Pazmep cepun " 4,00,000 Ta6

Analytical Repourt No./ . 890001688189 Date of Analysis / : 29.09.2023
AHagauTHYecKHH oTdyeT No JaTa aHAJIH3a

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

JlaTa npou3BoaCTBA Togen g0

Mfg. License No. /

IIpouseBoacTBeHHAA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PI'-RU)
JauueH3ust Ne

Analysis performed according ND / Auanus nposeaex nmo HJI: JIII-Ne(001554)-(PT-RU) dt. 15.12.2022 /

JIMN-Ne(001554)-(PT'-RU) ot 15.12.2022

API name / Haumenosauune A®C:

Ibuprofen / U6ynpoden

Drotaverine hydrochloride /
JlpoTaBeprHa THAPOXIOPHL,

INN / MHH:

Ibuprofen / U6ynpoden

Drotaverine / [IpoTaBepuH

API manufacturer batch number /
Homep cepun npouszsoautens ADC:

PBDB200275, PBDB200293

DRO/005/04/21

FP Manufacturer API Batch number /

TJ1d:

Homep cepuu cy6cTaHINY IPOU3IBOAHTEIS

FEOA00332, FEOA00339

FEOA02121

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

Solara Active Pharma Sciences
Limited, India /
Comnapa JxtuB ®apma CalicHcH3
JIumuren, Uuaus

RA Chem Pharma Ltd., India /

PA Kem ®apwma JIta., UHaus

Name, address, authorization No for

manufacturing site / Control site / Release
site /

HaumenoBaHue, aapec H HOMep JIHIEH3UH
IJIOWA{KH, OCYILEeCTBAIIEH
NPOH3BOACTBO/KOHTPOIb KA4eCTBA/BbIYCK
IJo /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP)
173205, India (license No MNB/05/263...) /
IMpousBoaCTREHHOE MoapasneneHne-6, Bumamwk Kxons, Hanarapx Poyn,
Bannmy, Conan quctpukrt, X.I1. 173205, Muaus (JIunenzns Ne

MNB/05/263...)

Remarks : The Product confirms to ND /
Ipumeuanune: [Ipoaykt coorBercTByeT TpeboBanusam HJL

Conclusion : APPROVED /
Zakawuenne: OJJOBPEHO

Prepared by / Checked by /
IToarorosneHo: Ramakant IIposepeHo: Pardeep Kumar

P

Approved by: Manager / Executive /

Onobpeno: Meuemyep / Pykosogurens
Abhishek Chauhai&—/\

Reprint Date /
Jara: 20.11.2023

Reprint Date /
Jata: 20.11.2023

Reprint Date /
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




q.. Dr. Reddy's Laboratories Ltd.

L/ e Formulation Unit-6

Dr‘ Reddy S .. Vill. Khal, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJTHU3A
Page 10 of 10 / Ctp. 10 u3 10
Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Iponyxr: Hosuran® JIenu, Tab1eTKH, NOKPEITEIE IIEHOYHOH 0607104K0#, 80 Mr+400 Mr
Market / Poinox : Russia / Poccus
Batch No. / . Batch Quantity / . 4,00,000 tab /
Cepusa Ne : V2301702 Pa3vep cepuu " 4,00,000 Tab
Analytical Repovrt No./ . 890001688189 Date of Analysis / ; 29.09.2023
AnajguTHyeckHuii oTueT Ne Jara anaausa
Date of Manufacture / . 08/2023 Date of Expiry / . 07/2025
JlaTa mpou3BOACTBA TopeH xo
Mfg. License No. /
Ilpon3BoacTBeHHASA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PI-RU)
anueH3us Ne
Analysis performed according ND / Anaaus nposeaen mo HJI: JIII-Ne(001554)-(PI'-RU) dt. 15.12.2022 /
JIII-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».

3aK04eHHe 0 COOTBeTcTBHH: «HacTosdIMM s MOATBEpXKIalo, YTO NpPHBEAEHHAA Bhbllle MHbOpMaIKs
SBISIETCS IOCTOBEPHOM M TOUHOM. DTa cepys MPOAYKIMK IPou3Be/ieHa (BKIIoYas YNakoBKy (MapKUpOBKY)
¥ KOHTPOJh KAauecTBa) Ha BHIIICYKAa3aHHOM MPOM3BOACTBEHHOH muomanke (IUIOWAAKaX) B IOJIHOM
COOTBETCTBMH ¢ TpeboBanmamu [IpaBun Hajiexalleli NPOM3BOJACTBEHHOW MpakTHKK EBpasuiickoro
sKOHOMHYecKoro coro3a (Ne GMP/EAEU/RU/00554-2022 ot 02 cenTsbps 2022) v TpeboBaHMAMHA KOHTPOIS
KAauecTBa JIEKAPCTBEHHEIX CPEJACTB, @ TAK)Ke B COOTBETCTBHM CO CIELMPMKALMAMU, COAEPHKALUMUCT B
PErMCTPALIOHHOM JI0ChE CTPaHBI-UMIIOpTepa. 3allMCH 110 IPOM3BOJACTBY, YIAKOBKE U aHANU3Y IIPOBEPEHEI,
M YCTAHOBIEHO MX COOTBETCTBHME TpeboBaHusAM IIpaBuN Hajiexkamed NPOM3BOJACTBEHHOH NPaKTHKH
EBpa3uiickoro 3kOHOMHYECKOTO COKO3a».

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

Ilpumeuanne: IIpoaykT cooTBeTcTBYET TpeGosanmam HJT 3akiarouenne: OJJOBPEHO

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

MoarorosneHo: Ramakant Iposepeno: Pardeep Kumar Onobpeno: Menemgiep / Pykosoauress
KD_[:// Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

JHara: 20.11.2023 Jara: 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: 1L85195AP1984PLC0O04507
www.drreddys.com



