Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Page 1 of 8/ Crp. 113 8

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Mpeayrr: Hopuran™ Jlemn, Tabnerky, NOKpsITEE rIeHoYHoH obonoukoii, 80 Mr+400 mr

Market / Portiok

: Russia / Poccus

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

Cepusi Ne 5 V2400398 Pa3mep cepun " 400000 Tab

Analytical Repovrt No./ . 890001741134 Date of Analysis / . 21.06.2024
AHAJUTHYEeCKHiT oTHeT Ne JaTta ananusa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

Jata npou3BoacTBa T'open q0

Mfg. License No. /

IlpoussoacTBeHHAasI : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PI'-RU)
anueH3na Ne

Analysis performed according ND / Anaaus nposeaed no HJ: JITII-Ne(001554)-(PT-RU)-151222

Ne

Test / Iloka3aTesb

Result / Pe3yabTaThl

Specification / Hopma

1

Description /
Onucanue

Biconvex, oblong shaped, light pink colored
film-coated tablets; cross section description -
light yellow core. / IBOAKOBBINYKIbIE
TabNeTKH MpononroBaToii GopMel, MOKPBITHIE
[UIEHOYHOH  0DO0JIOUKOH  CBETJI0-pO30BOro
L[BET4; Ha MONEPEYHOM pa3pese — AP0 CBETIO-
KEJITOro LBeTa.

Biconvex, oblong shaped, light pink to pink
colored film-coated tablets; cross section
description - light yellow core. / JIBOSKOBBITYKJIbIE
TabneTkd tpoponroparoil  OpMbl, MOKPBITHIE
NJEHOYHON 06O0JIOUKOH OT CBETI0-PO30BOrO MO
PO30BOTO UBETA; HA MOMEPEYHOM paszpese — Aapo
CBETJIO-XKEJITOrO 1BETa.

Remarks : The Product confirms to ND /
IIpumeuanne: [poayxT cooTBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3aknouenne: OJOBPEHO

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

TToarorosneHo: Ramakant ‘}J IIpoeepeno: Santosh K Maurya | OnoSpeno: MeHemxep / Pgkosomnrens Pavan Kumar
4 I@,— Sharma g

Reprint Date / ! Reprint Date / Reprint Date / =

Hata: 21.06.2024 Hara: 21.06.2024 Hara: 21.06.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderatad - 560034, Telangana, India
Tel: +61 40 4800 29060, Fax: +91 40 4300 29299, Ernail: maii@drreadys.com
CIN: L851935AP1954PLCO04507

www.direddyz.com




Dr.Reddy’s “6.‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTH®UKAT AHAJIN3A

Page2 of 8/ CTp. 2 u3 8

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

Npoaykr: Hopurau® Jlean, Tabnerkn, NOKpeIThIe MIeHOUHOI obonoukoit, 80 mr+400 mr

Market / Peinok : Russia / Poccus

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

Cepus Ne R V2400898 Pasmep cepuu 400000 Tab

Analytical Repo“rt No./ . 890001741134 Date of Analysis / . 21.06.2024
AHanuTHYeCcKHi oTueT No JlaTa anaansa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JaTa npou3BoacTBa I'oaen no

Mfg. License No. /

IIpoussoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)
JIHLIEeH3us Ne

Analysis performed according ND / Anaans nposegen mo HJI: JITI-Ne(001554)-(PI'-RU)-151222

2 Identification / [ToaanuHOCTH

Ibuprofen, Drotaverine

hydrochloride / H6ynpoden,
JlpoTaBepuHa rHOPOXIOPHA
1) HPLC/B3XX Complies as prescribed /

CootBercTRYET

Complies as prescribed /

2) HPLC (PDA
CooTBeTCTBYET

detector) / BOXKX (PDA
JIETEKTOP)

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") /  BpewmeHa
yAEPIKUBAHUA OCHOBHEIX TMHMKOB Ha XpoMarorpamme
HCTILITYEMOTO  PAacTBOpa [OJDKHBl COOTBETCTBOBATh
BpeMeHaM  yAepXuBaHus THKoB UOynpodeHa H
IpOTaBEPMHA CUAPOXJOpMAA Ha  XpoMarorpamme
cTaHmapTHoro pacrsopa (MGynpodeHa M ApoTaBepHHA
THAPOXJIOPHIA) (pazpen «KonnuecTBeHHOE
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@ - cnexTpb! NOrJIOMEHHS Ui MUKOB
ubynpodena M OpOTABEpHHA  THAPOXIOPHAA,
NOJIyYeHHEIE TIPU XpoMaTorpadipoBaHUH KCIIBITYEMOTO
U CTaHaapTHOro pacteopos (pasmen «KonudecTBeHHOE
OMnpenefeHue»),  JOIDKHBl ~ HMETb  MaKCHMYMBI
MOTIOLIEHHMS] [IPH OJIHMUX K TEX YK€ JJIMHAX BOJIH.

Remarks : The Product confirms to ND /
Hpumeuanune: ITpoaykT coorercTByeT TpeboBanuam HJL

Conclusion : APPROVED /
Zakmouenne: OJOBGPEHO

Prepared by / Checked by /

Approved by: Manager / Executive /
Onobpeno: Meunemxkep / P¥koroaurens Pavan Kumar
Sharma lop—— .

[Moaroroenexo: Ramakant @,,4 L(J\ ITpoeepeno: Santosh Kumap Maurya
i

Reprint Date / Reprint Date /
Jarta: 21.06.2024 Jara: 21.06.2024

Reprint Date / =
Hata: 21.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 360034, Telangana India
Tel. +61 40 4900 2560, Fax: +91 40 4900 2929, Email: maii@drreddys.com
CInN: L85135AP1984PLCO045D7

wwaw.drreddys.com




Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

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

Page3 0of8/Crp.3u3 8

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoaykr: Hosuran™ Jlean, TabaeTky, NOKPBIThIE MIIEHOYHO 06osoukoi, 80 mMr+400 mr

Market / Pornok : Russia / Poccus

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

Cepus Ne : V2400898 Pa3zmep cepuu 400000 Tab

Analytical Repourt No./ . 890001741134 Date of Analysis / . 21.06.2024
AHaanTuuyeckunii oryer Ne JlaTa ananusa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JlaTa npon3BOACTBA FogeH g0

Mfg. License No./

[pounssoacTBennasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(001554)-(PT-RU)
navueH3us Ne

Analysis performed according ND / Ananun3s nposeaed no HJ/L: JIIT-Ne(001554)-(PI'-RU)-151222

Titanium dioxide / Tutrana
IHOKCHIL

Complies as prescribed /
CooTBeTcTBYET

Pale yellow to dark orange red color. / OxpamuuBanue ot
BJEQHO-KENTOIO OO TEMHOrO0 OpPaHKEBO-KPACHOTO
LBeTa.

3 | Dissolution / PacTeopenue

Ibuprofen / Udynpoden

90 %, 86 %, 82 %, 84 %, 84 %,
82 %

Not less than 75% (Q) of label claim Cj3HigO2
(Ibuprofen) dissolved in 45 min. / He menee 75 % (Q) ot
HOoMUHanBHOro coaepxkanus  Ci3HigO»  (mbynpoden)
yepes 45 MUH.

Drotaverine hydrochloride /
JpoTtagepuHa rMIpOXJIOpHA

100 %, 104 %, 100 %, 100 %,
99 %, 99 %

Not less than 75 % (Q) of label claim CxH3 1 NO4-HCI
(Drotaverine hydrochloride) dissolved in 45 min. / He
medee 75 % (Q) OT HOMMHANBHOTO COJCPXKaHHA
C24H3NOyHCl (oporaBepuHa THIPOXJIOPUA) depes
45 MuH.

4 Related substances / Poacreennbie npumech

Ibuprofen / Hoyvnpodhen
Impurity A / Ilpumecs A

Impurity J / TTpumecs J

Impurity N / [Tpumecs N

Below LOQ (LOQ = 0.045 %) /
Hwxke npenena Kojan4ecTBEHHOTO
onpenenenus (IIKO = 0.045 %)

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

Below LOQ (LOQ =0.038 %) /
Hipke mpenena KOJIM4eCTBEHHOTO
onpenenenns (ITKO = 0.038 %)
Below LUD (LU = U.U1Y %) /
Hwxe npenena obHapyxeHus
(IO =0.019 %)

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

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

Remarks : The Product confirms to ND /
Ilpumeuanue: [ponykt coorBeTcTBYeT TpeboraHnam HJT

Conclusion : APPROVED /
3axmwouenue: OJJOBPEHO

Jlara: 21.06.2024

Jara: 21.06.2024

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

[Toarotoeneno: Ramakant WJ“ IMTposepeHo: Santosh Kujzgr Maurya | OpoGpeno: Menensep / ﬁ;lkoaoumenb Pavan Kumar
%/' @14 Sharma 4‘3"“;:-‘1___..-.:-

Reprint Date / Reprint Date / Reprint Date / =

Jlara: 21.06.2024

Registered Office: 8-2-
Tel; #5140 49

3
0

37, Road No. 3, Banjara Hills, Hyderabad - 560034, Telanganz, India
0 2900, Fax: +91 40 4300 2929, Ermail: maii@drraddys.com
CIM: LE51954P1984PLCO04507
wiwvr.drreddys.com



& Dr. Reddy's Laboratories Ltd.
e . L
Formulaticn Unit-6
) )
Dr. Reddy S ' .. Vill. Khol, Nalagarh Road, Baddi,
= Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drredgys.com

CEPTHOUKAT AHAJIM3A

Page4 of 8/ Ctp. 413 8

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Hpoaykr: Hopurau™ Jleau, TablieTKu, MOKPHITHIE MJIEHOYHOH 06o0ukol, 80 Mr+400 mr

Market / Poitok : Russia / Poccus

Batch No. / . V2400898 Batch Quantity / . 400000 tab /

Cepust Ne Pa3zmep cepun 400000 Tab

Analytical Repourt No./ . 890001741134 Date of Analysis / . 21.06.2024
AHanuTuyeckuii oruer Ne Jata anaansa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JaTa npou3BoacTBa T'ogen o

Mfg. License No. /

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

Analysis performed according ND / Auaan3s npoeeaed mo HJI: JIII-Ne(001554)-(PI'-RU)-151222

Any unidentified impurity / Not more than 0.2 % / He 6onee 0,2 %
EfnHuuHas Below LOQ (LOQ = 0.043 %) /
HeneHTHOULHPOBAHHAs Huxe npenena KOMH4YECTBEHHOTO
TIPHUMECh onpeaenernst (ITKO = 0.043 %)
Total impurities / Cymma Not more than 1.5 % / He 6onee 1,5 %
npumecei Below LOQ / Hmxe npenena
Drotaverine hydirochlovide / KOJMAECTBEHHOTO OMPEACTIEHMA
Hpomasepusa 2udpoxaopid Below LOD (LOD = 0.010 %) / Not more than 0.2 % / He Gonee 0.2 %
Acid impurity / Ilpumecs Huke npenena oGHapyxkeHUs
«Kucaora» (TI0O=0.010 %)
Amide impurity / Ilpumecs Not more than 0.2 % / He 6onee 0,2 %
«AMup» Not detected / He oOHapyxeHa
Amine impurity / Ilpumecs | Below LOD (LOD = 0.012 %)/ Not more than 0.2 % / He 6onee 0,2 %
«AMHH» Hivke npenena o6HapyxeHus
(10 =10.012 %)
Drotaveraldine / Not more than 0.5 % / He 6onee 0,5 %
JporaBepanaux 0.03%
Any unidentified impurity / | ;g0
Ennnuunas
HeHﬂCHTM(i)P[LlHPOBaHHaH Not more than 0.5 % / He Gonee 0,5 %
NPHMECH
Total impurities / Cymma | 02% Not more than 3.0 % / He Gonee 3,0 %
npuMecet
5 Water / Boga 3.0% Not more than 5.0 % / He 6onee 5,0 %
Remarks : The Product confirms to ND / Conclusion : APPROVED /
Ipumeuanue: [Tpoaykt cooTBeTcTBYeT Tpeboanuam HJI 3axawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ITonroroeneno: Ramakant %»\Ud\ Iposepeno: Santosh K r Maurya | Ono6peno: Meunemxep / Pykoeoaurens Pavan Kumar
' " u@ﬁ Sharma G
Reprint Date / - Reprint Date / Reprint Date / '
JHarta: 21.06.2024 JHara: 21.06.2024 Jara: 21.06.2024

Registered Office: 8-2-337. Road No 2 Ranjara Hills, Hyderahari - 500024, Telangana, India
Tel: +51 40 4900 2960, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIM: L351954P1984PLLCO0AS0DT
www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

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

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

PageSof 8/ Crp. S5u3 8

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Nponykr: Hoeuran™ Jleau, TabneTkn, NOKpbITHIE MIEHOYHOH 060104k0H, 80 Mr+400 mr

Market / Poinok : Russia/ Poccus

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

Cepus Ne : V2400898 Pa3mep cepuu 400000 Tab

Analytical Repourt No./ . 890001741134 Date of Analysis / . 21.06.2024
AHaJauTHYeCKHii oTueT Ne JlaTa ananusa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JlaTa npouszBoacTBa T'open o

Mfg. License No. /

IIpoussoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PI"-RU)
nuueH3ns Ne

Analysis performed according ND / Auaaus nposegen o HJL: JIII-Ne(001554)-(PI-RU)-151222

6 Residual organic solvents / | 2764pg per tablet / 2764mkr Ha 2-propanol — not more than 5555 pg per tablet. / 2-
OcTaTouyHnble opraHuveckue | TabneTKy nponaHon - He Gonee 5555 Mxr Ha TabneTKy.
pPacTBOPHTEH

7 Microbial limits / Mukpo6uosiornyeckasi YncToTa

a) Total Aerobic Microbial
Count / Ob11iee yucno
a3poGHBIX MUKPOOPraHU3MOB

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 / Ob1uee uucno
JIPOMOKEBBIX 1 TUIECHEBBIX
rpuboB

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

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

¢) Escherichia Coli

Absent in 1 gram /
OrcyrctByerB 1l T

Shell be absent in 1 gram /
OrcytctBue B 1 1

8 Uniformity of dosage units / OgHopoaHocTh AO3HPOBAHHA

JpoTaBepyuHa rHIpOXIOpHI

Tbuprofen / Ubynpoden 42 Acceptance value (AV) not more than 15.0. / Iloxa3zarens
npuemaemoctu (AV) ne 6onee 15,0.
Drotaverine  hydrochloride / 53 Acceptance value (AV) not more than 15.0. / TTokazarens

npuemnemocty (AV) ne bonee 15,0.

9 Assay / KonnuecTBeHHOe onpeaeeHHe

Remarks : The Product confirms to ND /
Ilpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
Jakmwouenue: OJJOBPEHO

Hara: 21.06.2024

Jara: 21.06.2024

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

IoxarorosneHo: Ramakant @ [TpoBepeno: Santosh Ku Maurya | OmoGpeno: Meremxkep / PykKosomurens Pavan Kumar
yt Sharma PR S

Reprint Date / \ Reprint Date / Reprint Date / =

Jara: 21.06.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabadi - 560034, Telangana, India

Tel: +51 40 49

3
Q

-
N
n
o)

2960, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIM: L85195AP1984PLCO04507
wwvydireddys.com



Dr.Reddy’s “:’

Dr. Reddy's Laboratories Ltd.
Formulaticn 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

CEPTHOHEKAT AHAJIN3A

Page 6 of 8/ CTp. 6 uz 8

Product : Novigan Lady, film-coated tablets, §0 mg+400 mg
MNpoaywr: Hopuran® Jleau, TabneTky, NOKPLITHIC MIEHOUHOH 060104K0#H, 80 Mr+400 mr

Market / Peinok

: Russia/ Poccus

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

Cepus Ne : V2400898 Pasmep cepun 400000 Tab

Analytical Repourt No./ . 800001741134 Date of Analysis / . 21.06.2024
AHaNUTHYECKHI oTyeT Ne Jara anaausa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JlaTa npou3BoacTBa Togen oo

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)
Juen3us Ne

Analysis performed according ND / Anaau3s nposeges no HJL: JINI-Ne(001554)-(PT-RU)-151222

JlpoTaBepHHa rMAPOXI0pUI

(101.3 %)

Ibuprofen / U6ynpoden 404.8 mg / 404.8 mr From 360.0 mg to 440.0 mg of Cy3H302 (Ibuprofen) per
(101.2 %) tablet (from 90.0 % to 110.0 % of label claim)./ Ot 360,0
mr po 440,0 mr C3H 0. (uGynpoden) B Tabnetke (OT
90,0 % 10 110,0 % OT HOMUHAJIBHOTO CONEPIKaHHA).
Drotaverine  hydrochloride / 81.0mg/ 81.0 mr From 720 mg to 880 mg of CaHiNO4sHCI

(Drotaverine hydrochloride) per tablet (from 90.0 % to
110.0 % of label claim). / Or 72,0 mr po 88,0 wmr
C-4H3NO4 HCI

(npoTtaBepyHa rMAPOXIOPUA) B TAONETKE

(o1 90,0 % no 110,0 % OT HOMHHAIBHOTO COZIEPIKAHHS).

10 | Ascorbic acid / AckopOGuHOBast

KHCJa0oTa

425 mg/4.25 mr
(101.1 %)

From 2.94 mg to 4.62 mg of CsHzOg (Ascorbic acid) per
tablet (from 70.0 % to 110.0 % of label claim)./ Ot 2,94
MI o 4,62 Ml C¢HsOs
(acxopbunoBsas kucnora) B Tabnerke (ot 70,0 % no 110,0
% OT HOMUHAJIBHOTO COJEPXKAHMA).

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 Ta6netok B [TA/AJVIIBX// amomunnesom Gnuctepe. 1o 1 6aucrepy
BMECTE C HHCTPYKLHEH [0 MPUMEHEHHIO B TIAYKY KAPTOHHYIO.

Remarks : The Product confirms to ND /
Ipumeuanue: [IpoayxT cooTBeTCTRYET TpeboBanusam HJI

Conclusion : APPROVED /
Jaxmouenue: OJTOBPEHO

Jata: 21.06.2024

Hara: 21.06.2024

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

[Noaroroeneno: Ramakant @”’l (@ Iposepeno: Santosh Kumaj Maurya | Ono6peno: Menemkep / PyRosoanrens Pavan Kumar
Sharma (fr_‘v_;“/"_f_,__.__-—

Reprint Date / v Reprint Date / Reprint Date / -~

Jara: 21.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, Indis
Tel: +81 40 4900 2900, Fax: +51 40 4300 2998, Ernail: mait@drraddys.com
CIN: L85135AP1984PLCO0AENT

wyavsdireddys.com




Dr.Reddy’s “:‘

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

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page 7 of 8 / CTp. 7 u3 8

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Hpoayir: Hosuran® Jlean, Tabnerks, MOKPHITLIE N1eHOUHOM 000/104K0i, 80 mr+400 mr

Market / Poitok : Russia/ Poccus

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

Cepnsi Ne F V2400898 Paimep cepun * 400000 Tab

Analytical Repo“rt No./ . 890001741134 Date of Analysis / . 21.06.2024
AHANUTHYECKH i oTHeT No Jata ananusa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JlaTa npou3BoacTea ToaeH g0

Mfg. License No. /

IlpouseoacTBeHHAs : MNB/05/263 MA number: / Homep PY 1 JIII-Ne(001554)-(PT-RU)

anuensus Ne

Analysis performed according ND / Ananus nposegen no HJ/L: JITI-Na(001554)-(PT-RU)-151222

Drotaverine hydrochloride /

IJd:

API name / Haumenosanne AQC: Ibuprofen / U6ynpoden

JlpoTaBeprHa rUAPOXJIOPUL
INN/ MHH: Ibuprofen / U6ynpodex Drotaverine / [lpotaBeptH
API manufacturer batch number / PBDB230118, PBDB230095,
Homep cepuu npouzsogurens ADC: PBDB200275 DRE/O8604/1
FP Manufacturer API Batch number /
Homep cepun cyGcTaHUKMH MPOM3BOAUTEISA FERA00053, FEQA00327, FEOAQ0332 FEOA02122

API Manufactured by & country /
ITpoussoaureas A®C, cTpana:

India/
Conapa Oxrus Papma
Jumuren, Uan

Solara Active Pharma Sciences Limited,

RA Chem Pharma Ltd., India /
CaiieHcus PA Kem ®apma JIta., Muaus

Wi

Name, address, authorization No for kP
manufacturing site / Control site / Release site /
HaumeHoBaHue, aipec U HOMep JUUEH3UH
IJIOUIAAKH, OCYLLECTBISAIOLIEH
NPOU3BOACTBO/KOHTPOIL KA4eCTBA/BBIITYCK
rJI® /

173205,

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP)

India (license No MNB/05/263) /

TpounszBoacTBeHHOE Monpa3eneHne-6, Buinamk Kxons, Hanarapx Poyn,
Banau, Conad JucTpHKT,

X.IT. 173205, Unpus (Jluuenzus 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

Remarks : The Product confirms to ND /

Ipumeuanue: [TpoaykT coorsercTByeT Tpedosanmam H

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

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

Tloaroroereno: Ramakant Iposepeno: Santosh Ku Maurya | Onmo6peno: Menemxkep / Pykbsoaurens Pavan Kumar
@J‘\ mé’_’;__ Sharma e P

Reprint Date / \ Reprint Date / Reprint Date /

Jara: 21.06.2024 Jara: 21.06.2024 Hara: 21.06.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel, +S1 40 4900 2900, Fax: +91 40 1900 2929, Email: maii@drreadys com
CIN: 1.85195AP1984PLCO04507

www.drreddys.com
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CEPTH®HKAT AHAJTH3A

Dr. Reddy's Laboratories |td.
Formulaticn Unit-6

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

Page 8 of 8/ CTp. 8 u3 8

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoayir: Hopuran™ Jlenu, TabieTku, OKPBIThIE TIEHOYHOM obonoukoit, 80 Mr+400 mr

Market / Poinox

: Russia / Poccus

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

Cepusi No ¥ V2400898 Pazmep cepun 400000 Tab

Analytical Repovrt No./ . 800001741134 Date of Analysis / . 21.06.2024
AHanUTHYECKHI oTyeT No JlaTa aHaJaH3a

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JaTa npou3BoacTBa Iogen g0

Mfg. License No. /

IlpoussoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JII[I-Ne(001554)-(PI-RU)
JiueH3uss Ne

Analysis performed according ND / Ananus nposeaen mo HJI: JITI-Ne(001554)-(PI-RU)-151222

testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian
Economic Union is established».

3ak/I04eHHe 0 COOTBeTcTBHH: «HacToAlMM g NOATBEPXKIA0, YTO MpPUBEAEHHAs Bbllle MHbOpMaLys
ABNAETCSA JOCTOBEPHOM ¥ TOUHOM. DTa Cepus NPOAYKIMK NpOU3BefieHa (BKIOYas YaKoBKY (MapKHPOBKY)
M KOHTPO/b KAuecTBa) Ha BbILIEYKA3aHHOM MPOM3BOACTBEHHOM miomaake (Iowankax) B MOJHOM
COOTBETCTBUM ¢ TpeGoBanuamu [IpaBui Hainexaled NpPoU3BOACTBEHHOM mnpakTuku Eppasuiickoro
aKoHOMHUueckoro coroza (Ne GMP/EAEU/RU/00554-2022 ot 02 cents16ps 2022) 1 Tpe60BaAHUAMEI KOHTPOJIS
KAyecTBa JIEKAPCTBEHHBIX CPEACTB, & TAKXKe B COOTBETCTBHHM €O cneuupUKalUsIMH, CoaepKalluMucs B
PErucTpalMOHHOM JIOChE CTPaHbI-UMIIOPTEpa. 3aMUCH 110 NPOU3BOICTBY, YNIAKOBKE U aHAJIM3y MPOBEPCHE,
M YCTAHOBJIEHO MX COOTBETCTBHE TpeGoBaHMsAM [IpaBun Haliexauledl NpOM3BOJACTBEHHOW MPaKTHKH
EBpa3suiickoro 5KOHOMHYECKOr0 COI03a».

Remarks : The Product confirms to ND /
INpumeuanne: IIpoaykT cooTBeTcTBYeT Tpebosanusim HJI

Conclusion : APPROVED /
3akaoyenune: OJIOGPEHO

Prepared by /

IMoaroroeneno: Ramakant M (}&

Checked by /

IposepeHo: Santosh Kuma%i:iurya Onobpeno: Menemiep /

¥ Sharma

Approved by: Manager / Executive /

Pfonomrrcm: Pavan Kumar

Reprint Date /
Hara: 21.06.2024

Reprint Date /
Hata: 21.06.2024

Reprint Date / P
Harta: 21.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: #6140 4900 2300, Fax: +91 40 4900 2999, Einail: mai@drraddys.com
CIN: L85135AP1584PLLCO04507

www direddys.com




