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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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

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

Page10f8/ Crp.1u38

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

IMpoayxr: Hosuran® Jlenu, TabneTku, MOKpHITHE MIEHOYHOH 060104K0i, 80 Mr+400 Mr

Market / Peinok : Russia/ Poccus

Batch No. / . Batch Quantity / _400000.0 tab /

Cepusi N § V2402438 Pasmep cepun " 400000.0 Tab
Analytical Repovrt No./ . 890001776763 Date of Analysis / . 30.11.2024
AHanuTHYecKuii oTuetr No JlaTa ananusza

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

JlaTa npousBoacTBa TI'ogen oo

Mfg. License No. /

IIpousBoacTBeHHAsN : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)
JuneH3ua Ne

Analysis performed according ND / Ava;n3 nposeaen mo H/L: JITI-Ne(001554)-(PT'-RU)-170424

Neo Test / IlokazaTennb

Result / PesyabsTaThl

Specification / Hopma

1 | Description/
Onucanue

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

yellow core. / JIBOAKOBBIMYKJiBle TabneTKU
npoaonroatoil  GopMel, MOKPHIThIE IUIEHOYHOM
000J104KOit CBETII0-PO30BOr0 L[BETA; Ha

TMONCPEYHOM pa3pe3€ — AP0 CBETIIO-)KEJITOrO LIBETA.

Biconvex, oblong shaped, light pink to pink
colored film-coated tablets; cross section
description - light yellow core. /
JIBOAKOBHIMYKIIbIE TabJAETKU MPOAOITOBATOM
¢$opMb!, MOKPHITHIE IJIEHOUHOM 0600YKOH OT
CBETJIO-PO30BOTO IO pO30BOTO LBETA; Ha
NOTIEPEYHOM Pa3pese — AP0 CBETIO-XKENTOrO
LBera.

Remarks : The Product confirms to ND /
IIpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBaHuam HJL

Conclusion : APPROVED /
3axaouenue: OJJOBPEHO

Prepared by /

[MoareroeneHo; Ramakant m \ﬂj‘
S

Checked by /
[MpoeepeHo; Pardecp Kumar j

Approved by: Manager / Executive /
Onobpeno; Menemxkep / Pykosogurens Amit Kd.lmar
B

Reprint Date /
Hara: 27.03.2025

\ Reprint Date /
JHara: 27.03.2025

Reprint Date / V-

JlaTa: 27.03.2025

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0AS07

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 98165 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIU3A

Page20of 8/ Crp.21u3 8

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
Hpoayxr: Hosuran® Jlenu, Tabnetku, NOKphITHIE MIIEHOUHO#M 060m0ukoi, 80 Mr+400 Mr

Market / Peinok

: Russia / Poccus

Batch No. / . Batch Quantity / _400000.0 tab /

Cepusi Ne ] V2402488 Paszmep cepuu " 400000.0 Tab
Analytical Repovrt No./ . 890001776763 Date of Analysis / . 30.11.2024
AHannTuyeckuii oryer Ne Jata anannsa

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

JlaTa npon3goacTBa T'onen o

Mfg. License No. /

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

Analysis performed according ND / Anann3 nposeaed nmo HJI: JIII-Ne(001554)-(PI"™-RU)-170424

2 | Identification / UagenTndukxanuns

Ibuprofen, Drotaverine
hydrochloride / I6ynpodeH,
JpoTaBepHHa M IPOXIJIOPHL

1) HPLC/BDXX

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

Complies as prescribed /
CootBeTcTBYET

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
yIEpXKHUBAHHUS OCHOBHEIX MHMKOB Ha XpOMaTOrpaMMe
HCIBITYEMOr0 pacTBOpPa IOJDKHBI COOTBETCTBOBATh
BpeMeHaM YyIep>XuBaHuUsd IHKOB HOynpodeHa u
OpOTaBepyHa THAPOXJIOPHIA HAa XpOMaTorpaMmme
CTaHAAPTHOrO pacTBopa (ubynpodena H
JpOTaBEpHHA THOPOXJIOPUIA) (paznen
«Konn4ecTBeHHOE ONpPEHETICHHER).

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@ - crnekTpel MOIIOIIEHHUSA NS
nukoB ubynpodeHa U JpoTaBepHHA M'MAPOXIIOPHIA,
MoNy4eHHbIe npu xpomaTorpadpoBaHHU
HCIBITYEMOr0 W CTaHNAPTHOTO PacTBOPOB (paszen
«KonnuecTBeHHOE OMpefeseHue»), AODKHbBI UMETh
MaKCHMYMB[ TOTJIOIICHHUS MPU OJHHX H TEX XKe
IUTHHAX BOJH.

Remarks : The Product confirms to ND /
IIpumeuanue: IpoaykT cooTBeTcTBYET TpeboBanusaM H]|

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /

IMoarorosneno: Ramakant i\
i

Checked by /

IIpoBepeno: Pardeep Kumar }'
L

Approved by: Manager / Executive /
OpobpeHo: Menemxep / PykoBomuTens Qmit Kumar

Reprint Date /
JHara: 27.03.2025

Reprint Date /
JHara: 27.03.2025

Reprint Date / v

Hara: 27.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drredays.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOGUKAT AHAJIU3A

Page3 of 8/ Crp.3u3 8

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
Mpoayxr: Hosurau® Jlenu, TabeTku, MOKPHITHIE IIIEHOUHOM 0601040, 80 Mr+400 mMr

Market / Poinok : Russia / Poccus

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

Cepust Ne P V2402438 Pasmep cepuu ° 400000.0 Tab
e g . 890001776763 aterolpnalygier : 30.11.2024
AHanuTHYeCKHIi oTyeT Ne JlaTa ananusa

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

JlaTa nponsBoacTBa Togen ao

Mfg. License No. /

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

Analysis performed according ND / Ananu3 nposeaen mo HJI: JITI-Ne(001554)-(PT'-RU)-170424

Titanium dioxide / Turana
JIMOKCHIL

Complies as prescribed /
CooTtBeTcTBYET

Pale yellow to dark orange red color. / Oxparmuranue
oT ONeqHO-KeNToro JO TEMHOTO OpaHXXeBo-
KpacHOro LBeTa.

3 Dissolution / PacrBopenue

Ibuprofen / U6ynpoden

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

Not less than 75 % (Q) of label claim C;3H;30»
(Ibuprofen) dissolved in 45 min. / He menee 75 % (Q)

oT HOMMHAJIEHOTO conepxaHHs Ci13Hi302
(ubynpodeH) uepes 45 MuH.

Drotaverine hydrochloride / 93 %, 101 %, 98 %, 98 %, 97 %, Not less than 75% (Q) of label claim

JpoTaBeprHa rHApOXJIOpHL 96% C24H31NO4-HCl (Drotaverine  hydrochloride)
dissolved in 45 min. / He menee 75 % (Q) ot
HOMHWHANILHOTO comepkanus  CasH3 NO4 HCI
(mporaBepuna THIPOXJIOPHI) yepes
45 MuH.

4 Uniformity of dosage units / OgHopoAHOCTb eAUNHHUL JO3UPOBAHUS

Ibuprofen / Ubynpoden 2.0 Acceptance value (AV) not more than 15.0. /
IToka3zaTens npuemaeMoctd (AV) He 6osee 15,0.

Drotaverine hydrochloride / 5.0 Acceptance value (AV) not more than 15.0. /

HportareprHa r’uApOXIIOPHLI

IMoxa3zarens npueMneMmoctd (AV) He 6onee 15,0.

5 Impurities / IIpumecu

IThuprofen / Héynpodhen

Impurity A / IlpuMecs A

Below LOQ (LOQ = 0.045 %) /
Hipxe nipenena KOJIH4ECTBEHHOLO
onpenenexus (ITKO = 0.045 %)

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

Remarks : The Product confirms to ND /
Ipumeuanue: IIpoaykT cooTBeTcTBYET TpeHopanusm HJI

Conclusion : APPROVED /
3akawyedne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Moarorosneno: Ramakant QU} \9(1‘ IIposepeno: Pardeep Kumar f OnobpeHo: Menemxep / PyKOBonuTem\AmiU(umar
Reprint Date / s Reprint Date / Reprint Date / i

Hara: 27.03.2025

Jara: 27.03.2025

Hara: 27.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




] Dr. Reddy's Laboratories Ltd

@
Y e Formulation Unit-6
Dr. Reddy s ‘0. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Te! : +91 98165 56001-02
www.drreddys.com
CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page40f 8/ Crp.4u3 8

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoaykr: Hoeurau® Jlenu, TabneTku, NOKPLITEIE MIEHOYHON 000510uKO#, 80 Mr+400 mr

Market / PriHok : Russia/ Poccust

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

Cepust Ne A VZHDEAES Pasmep cepuu " 400000.0 Tab
Analytical Repo“rt No./ . 890001776763 Date of Analysis / . 30.11.2024
AHajurudecknii oTyer Ne JlaTta ananusa

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

Jarta npousBoacTBa T'ogen xo

Mfg. License No. /

IlpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PI'-RU)
JHUeH3HA Ne

Analysis performed according ND / Anaau3s nposeaen mo H/: JITI-Ne(001554)-(PI'-RU)-170424

Impurity J/ Ilpumecs J Below LOD (LOD = 0.023 %) / Not more than 0.2 % / He 6onee 0,2 %
Hwxe npenena obHapyxenus (IO
=0.023 %)

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

Below LOD (LOD =0.019 %) /
Huxe npexnena obHapyxenus (ITO

=0.019 %)
Any unidentified impurity / Not more than 0.2 % / He 6onee 0,2 %
E Below LOQ (LOQ = 0.043 %) /
JUHUYHAS
HeWIEHTHOHUMPOBAHHAS Hwxe npenena KOJ‘IH‘ieCTBeHI(-)IOFO
—— onpenenenus (ITKO = 0.043 %)
Total impurities / Cymma Egiop 100 Abmxejupcicna Not more than 1.5 % / He 6onee 1,5 %
9 KOJIMYECTBEHHOT O OMNpeneeHNs
npuMmeceit
Drotaverine hydrochloride / Below LOD (LOD = 0.010 %) /
ﬂ,’?fﬂ?}ﬂ{f{.’ﬁﬂﬁ(f 2HOPOXTOPUO EIH)Ke npoenena obHapyxenus (I10 Not more than 0.2 % / He 6onee 0,2 %
Acid impurity / TIlpumecs | ~ 0.010 %)
«Kucnora»
Amide impurity / Ilpumecsr | Not detected /e o6HapysxeHa Not more than 0.2 % / He 6onee 0,2 %
«AMuI»

Amine impurity / Ilpumech Below LOD (LOD = 0.012 %) / Not more than 0.2 % / He 6onee 0,2 %

«AMUHY» Huxe npenena obuapyxenus (IO =

Drotaveraldine / 0.012 %) Not more than 0.5 % / He 6osiee 0,5 %
Not detected / He o6HapyxeHa

Jporasepanaux
Remarks : The Product confimms to ND / Conclusion : APPROVED /
IIpumeuanue: Ilponykr coorBercTByeT TpeboBanusm HJ 3akaovyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Tloaroroeneno: Ramakant QNX (ﬂ}\ ITpoeepeHo: Pardeep Kumaé':i,’_ Ono6peno: Menemxkep / Pykosoaurens Amit Kumar
L et . N
Reprint Date / e Reprint Date / Reprint Date / ]
Hara: 27.03.2025 Jara: 27.03.2025 JHara: 27.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drredays.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

PageSof 8/ Crp.5u3 8

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
Hpoayxr: Hosuran® Jlenm, TabneTku, NOKPBITHIE NICHOUHOM 060104K0#, 80 Mr+400 mr

Market / PeiHOK : Russia / Poccus

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

Cepusi Ne R V2402488 Paszmep cepuu " 400000.0 Tab
Analytical Repourt No./ . 890001776763 Date of Analysis / . 30.11.2024
AHaauTHUYecKHii oTyeT Ne JlaTa aHa/M3a

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

JlaTta npousBoacTBa T'onen a0

Mfg. License No. /

IIponzBoacTBeHHAS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT'-RU)
JuueH3us Ne

Analysis performed according ND / Ananus nposeaex o HJI: JIII-Ne(001554)-(PI'-RU)-170424

Any unidentified impurity /
EnvuuuHas
HEMJICHTHHIMPOBaHHAS 0.11% Not more than 0.5 % / He 6onee 0,5 %
TIPHMECH
Total impurities / Cymma 0.2% * Not more than 3.0 % / He 6onee 3,0 %
npumecei it
6 Water content / Coaepxanue 3.0% Not more than 5.0 % / He 6osiee 5,0 %
BO/bI
7 Residual organic solvents / 2152pg per tablet / 2152 Mkr Ha 2-propanol —not more than 5555 pg per tablet. / 2-
OcraTrouHble OpraHHYecKHe TabneTKy NpOMAaHoOI - He bosiee 5555 Mkr Ha TabneTky.
PacTBOPHTEIH
8 Microbiological purity / MukpoGuoJiornyeckasi YHCTOTA
a) Total Aerobic Microbial Less than 50 CFU/g / Not more than 1000 CFU/g /
Count / Ob1ee yucno Menee 50 KOE/r He 6osiee 1000 KOE/r
a3pOOHBIX MHKPOOPTaHU3MOB
b) Total Combined Yeast and Less than 50 CFU/g / Not more than 100 CFU/g /
moulds count / Obiuee uucio Menee 50 KOE/r He 6Gonee 100 KOE/r
JPOMOKEBBIX U MIECHEBBIX
rpuboB
c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OrcyrctByeTB 1 1 OrcytrctBHE B 1 T
9 Assay / KonnyecrBenHoe onpejesieHHe

Remarks :

The Product confirms to ND /

IIpumeuanne: [IponykT cooreTcTRYET Tpeboranusm HJJ

Conclusion : APPROVED /
3akawuyenue: OJJOGPEHO

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

IToaroropneHo: Ramakant Q LJ d,l,o\ ITpoepeHno: Pardeep Kum::;fr/ Onobpeno: Menemxep / Pykosonuteis Amit Kumar
= e

Reprint Date / Reprint Date / Reprint Date / '

Hata: 27.03.2025

Hata: 27.03.2025

Jlara: 27.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drredays.com




Dr.Reddy’s ‘;

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

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

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A

Page 6 of 8/ CTp. 6 uz 8

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoaykr: Hosuran® Jlenu, TabneTku, HOKPLITEIE MIEHOYHOM 0605104k, 80 Mr+400 mr

Market / Prinok : Russia / Pocenst

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

Cepus Ne § VZA0RHES Pazmep cepun * 400000.0 Tab
Analytical RepO}'t No./ . 890001776763 Date of Analysis / . 30.11.2024
AHaluTHYeCKHH oTueT Ne JlaTa anaamnsa

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

JlaTa npoussoacTBa Togen no

Mfg. License No. /

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

Analysis performed according ND / Anaau3 nposesen no HJI: JITI-Ne(001554)-(PI'-RU)-170424

Ibuprofen / U6ynpoden 403.7 mg /403.7 Mmr From 360.0 mg to 440.0 mg of C3Hi30: (Ibuprofen)
(100.9%) per tablet (from 90.0 % to 110.0 % of label claim). /
Or 360,0 Mr mo 440,0 mr Ci3Hi30» (ubymnpoden) B
Tabnetke (ot 90,0 % mo 110,0 % OT HOMHHAJIBEHOrO

colepauaHus).
Drotaverine  hydrochloride / 81.3mg/81.3 mr From 72.0 mg to 88.0 mg of CxH3NOsHCI
JlporaBepHHa rHAPOXIOPH (101.6%) (Drotaverine hydrochloride) per tablet (from 90.0 %
to 110.0 % of label claim). / Ot 72,0 Mr go 88,0 Mr
C2H3NO4-HCl (mpoTtaBepuHa THAPOXIOPUI) B
tabnetke (ot 90,0 % nmo 110,0 % OoT HOMHHATILHOTO

colepIKaHus).
Ascorbic acid / Ackop6uHoBast 4.20 mg / 4.20 mr From 2.94 mg to 4.62 mg of C¢HzOs (Ascorbic acid)
KHMCIIOTa (99.9%) per tablet (from 70.0 % to 110.0 % of label claim). /

Or 2,94 MT o 4,62 Mmr C¢HsgOs
(ackopbuHoBas kucnora) B Tabnerke (ot 70,0 % no
110,0 % OT HOMUHAJIEHOT'O CONEPIKAHMU).

10 | Package/ Ymakopka

Per 10 tablets in PA/AI/PVC//aluminum blister. Per 1 blisters and a patient information leaflet
in a carton pack. / ITo 10 rabnerox 8 [TA/AJI/TIBX//anmomunnesom 6nucrepe. Ilo 1 6nucrepy
BMECTE C MHCTPYKIIHeH 10 NPUMEHEHHIO B MAYKY KAPTOHHYIO.

Remarks : The Product confirms to ND /

Ipumeuanue: [Ipoaykt coorBercTByeT TpeboBanmuam HJT

Conclusion : APPROVED /
3axmoyenune: OJIOBPEHO

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

IToaroroeneHo: Ramakant IIposepeno: Pardeep Kum:ij, Opobpeno: Menemxep / PyKOBO}Z[[/ITi'.’_JQJ Aniit Kumar
- {:‘LALLLC‘ - =

Reprint Date / L Reprint Date / Reprint Date / ’

Mara: 27.03.2025 Hara: 27.03.2025 Hara: 27.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drredays.com




@e Dr. Reddy's Laboratories Ltd.

’ ® Formulation Unit-6
Dr' Reddy s Q“' Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98165 56001-02
www.drreddys.com
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 70f 8/ Crp. 7u3 8§

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

Ipoayxr: Hopuran® Jlenu, TabneTky, MOKPHITHIE MIEHOYHOM 060104K0#, 80 Mr+400 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / ] Batch Quantity / . 400000.0 tab /
Cepus Ne gvEIRaes Paszmep cepuu * 400000.0 Tab
Analytical Repourt No./ . 890001776763 Date of Analysis / . 30.11.2024
AHaquTHYeCcKHii oTyeT No JlaTa aHanuM3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
JaTa nponsBoacTBa TI'open no

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)
JHIeH3Hus1 Ne

Analysis performed according ND / Anaau3 nposeaen no HJ: JITI-Ne(001554)-(PI'-RU)-170424

Drotaverine hydrochloride /

API name / Haumenosanue ADC: Ibuprofen / U6ynpoden

JpoTaBeprHa rHAPOXJIOPUL
INN /MHH: Ibuprofen / U6ynpoden Drotaverine / Iporasepun
Shlmanutactunenbafehimumbery PBDB230118, PBDB230110 DRO/006/04/21
Homep cepnu npoussoautens APC:
FP Manufacturer API Batch number / FERA00053, FERA00052 FEOA02122

Homep cepuu cyoctanuuu npoussoaurens LJID:

<Blaza SeUvElhipar SEEiees Cohance Lifesciences Limited, India /

API Manufactured by & country / Limited, India / N
. Kosuc Jlatidcatiencus JInMuTEx,
Ipoussoaurens APC, crpaHa: Conapa DxtuB ®apma CalieHcH3s
Hanus
Jlumuren, Uugus

NZ;T:;.;‘:ﬂ::ISlS’;?2?2;11?0;1 l.jo /f(l){ | FP. te / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP)
m g e e 173205, India (license No MNB/05/263) /
HaunmeHnoBaHue, aipec U HOMeP JHUEH3IHU

- et sy IpouzBoncTeeHHoe MmoapazneneHHe-6, Bunnamk Kxons, Hanarapx Poyxn,
- g Bamw, Conau Tuctpukr, X.I1. 173205, Unmus (JTuuensus Ne MNB/05/263)

NPOU3BOACTBO/KOHTPOIL KauecTBa/Beinyck [JID /

Declaration of certification: <« hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt. 02
September 2022) and requirements to the medicinal quality and with the specifications in the Marketing Authorization
dossier of the importing country. Production, packaging and testing records are verified and their compliance with Good
Manufacturing Practice of the Eurasian Economic Union is established».

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

IIpumeuanne: Tlponykt cooTBeTcTBYeT TpeboBaHuaM H]I 3axnwuenne: OJIOBPEHO

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

Tloxrorosneno: Ramakant IIpoBepeHo: Pardeep Kumar | Onobpeno: Menemxep / PykoBonurens, Amit{Kumar
I i

Reprint Date / i Reprint Date / Reprint Date / i

Harta: 27.03.2025 Jara: 27.03.2025 Hara: 27.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drredays.com
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 8 of 8/ Ctp. 8 u3 8

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

Ipoaykr: Hosurau® Jlenu, TabieTky, IOKPHITHIE MIIEHOUHO#H 0607304KO#, 80 Mr+400 Mr

Market / PpiHoK : Russia / Poccus

Batch No. / 3 Batch Quantity / . 400000.0 tab /
Cepus Ne § V202488 Pa3mep cepun " 400000.0 Tab
Analytical Repovrt No./ . 890001776763 Date of Analysis / . 30.11.2024
AHaguTnyecKkmii oTyer No JlaTa ananiu3a

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

JlaTa mpoH3BOACTBA T'onen #o

Mfg. License No. /

IIpoussoacTBenHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)
auueH3us Ne

Analysis performed according ND / Auanu3 nposeaen mo HJI: JITI-Ne(001554)-(PT-RU)-170424

3akia0ueHHe 0 cooTBeTCTBHHU: «HacToAKM 5 MOATBEPKIAl0, YTO NMPHBEJCHHas Bbllle UH(OpMaLMs sBIAETCA
JOCTOBEpPHO# ¥ TOYHO#. DTa cepus NpoLyKUHH TPOU3BeeHa (BKJIH0Yas yIaKOBKY (MApKUPOBKY) H KOHTPOJIb KAYECTBA)
Ha BHIIIEYKA3aHHON MPOM3BOACTBEHHOM omaake (IUIoaaKax) B MOJHOM COOTBETCTBUM ¢ TpeboBaHMAMHU [IpaBun
HaJJIexXallei Mpou3BOACTBEHHON NMPaKTUKH EBpasuiickoro skoHoMuueckoro corosa (Ne GMP/EAEU/RU/00554-2022
ot 02 ceHtabps 2022) u TpeOOBaHUAMH KOHTPOJISI KaueCTBa JIEKAPCTBEHHBIX CPEACTB, & TAKKE B COOTBETCTBUU CO
crnieurpHKaUsIMY, COJICPKAIIUMHCA B PETUCTPALIAOHHOM JOCBE CTPaHBI-UMIIOpTepa. 3alliCH [0 NPOHM3BOACTBY,
yIIaKOBKE U aHaNW3y IPOBEPEHBl, M YCTAHOBICHO HX COOTBETCTBUE TpebosanusaM Ilpasun Hapiexalei
NpOU3BOCTBEHHOMN NpakTUKH EBpa3Hiickoro 3KOHOMHYECKOTO COK03a».

Remarks : The Product confirms to ND /
IIpumeuanue: IIpoaykr cooTBeTcTBYeT TpeboBaHusam HJT

Conclusion : APPROVED /
3axmoyenne: OAOBPEHO

Prepared by / Checked by /

IoaroroeneHo: Ramakant Q “) ud.\
1 _,l_ { U

IlpoBepeHo: Pardeep Kumar { Opno6peno: Menemxkep / Pykopoautesns Amit Kumar
i \.-'f = =

Approved by: Manager / Executive /

Reprint Date / T Reprint Date /
Hara: 27.03.2025 Hara: 27.03.2025

Reprint Date /
JHara: 27.03.2025

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

Tel: +91 40 4900 2909, Fax: +91 40 4900 2998, Email: mail@drreddys.com
CIN: L85195AP1934PLC0O04507
www.drreddys.com




