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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Te! : +91 58165 56001-02
www.drreddys.com

Page10f 8/ Crp.1u3 8

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
ITpoaykr: Hosuran® Jlenu, TaGeTkH, NOKPHITHIE IEHOYHOM 0605104k0i, 80 Mr+400 Mr

Market / PoiHOK : Russia/ Poccus

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

Cepus Ne : V2402358 Pasmep cepun * 400000.0 Tab
Analytical Repovrt No./ . 890001776765 Date of Analysis / . 30.11.2024
AHanuTndecKHuii oTyet No JlaTa anaam3a

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

JlaTa npou3BOACTBA I'ogen no

Mfg. License No. /

IIpou3BoacTBeHHAsN : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)
JiHLeH3us1 Ne

Analysis performed according ND / Anaan3s nposeaen mo HJI: JITI-Ne(001554)-(PT-RU)-170424

No Test / Iloka3zaTenab

Result / Pe3yabTaThl

Specification / Hopma

1 | Description/
Onucanue

Biconvex, oblong shaped, light pink colored film-
coated tablets; cross section description - light
yellow core. / JIBOAKOBHINYKJBIE TabJETKU
npomonroBaroit  GOpMEBI, MOKPHITBEIE IUIEHOMHOM
0605104KOi CBETJIO-PO30BOTr0 LBETA; Ha
[OMEPEYHOM pa3pese — AP0 CBETIIO-KEITOrO LBETa.

Biconvex, oblong shaped, light pink to pink
colored film-coated tablets; cross section
description - light yellow core. /
HeoskoBbInyKIbIe TA6NETKH MPOIOITrOBATOM
($hopMBI, MOKPHITEIE TIIEHOYHOH 060JI0YKOMH OT
CBETJIO-PO30BOTO /10 PO3OBOTO I[BETa; Ha
MOTIEPEUHOM pa3pese — AAPO CBETIIO-IKENITOTO
LBeTa.

Remarks : The Product confirms to ND /
Ilpumeyanne: Ilpoaykr coorBeTcTByeT Tpebopanuam H]

Conclusion : APPROVED /
3axkmwyenue: OJOBPEHO

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

IToarorosneHo: Ramaka )JJ_\ Iposepeno: Pardeep Kumar i" OunobpeHo: Menemxkep / Pykosoautens Amit Kumar
"'au.\,\. Al - .\"’-._--”'

Reprint Date / AT Reprint Date / Reprint Date / Y

Hara: 27.03.2025 Harta: 27.03.2025 Hara: 27.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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 AHAJIU3A

Page2of 8/ Crp.2u3 8

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoaykr: Hopuran® Jlenu, TaGneTku, MOKpHITEE INICHOUHO 060m04Ko#H, 80 Mr+400 mr

Market / PoiHok : Russia / Poccust

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

Cepuns Ne | VRS Pazmep cepuu ° 400000.0 Tab
Analytical Repo“rt No. / . 890001776765 Date of Analysis / . 30.11.2024
AHaauTH4ecknii oTueT Ne JaTta ananusa

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

JlaTa npoH3BoACTBA TI'oxen no

Mfg. License No. /

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

Analysis performed according ND / Anasins nposeaes mo HJI: JITI-No(001554)-(PI"-RU)-170424

2 | Identification / MUapenTudnKkauus

Ibuprofen, Drotaverine
hydrochloride / H6ynpodeH,
JlpoTaBepHHa rHIPOXIIOPHL

1) HPLC/B2XX

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

Complies as prescribed /
CoOoTBETCTBYET

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") / Bpemena
yAEP)KUBAHUSL OCHOBHBIX ITHKOB Ha XpOMaTOrpamMMe
HCIBITYEMOrO PacTBOpa NOJKHBI COOTBETCTBOBATH
BpEMeHAM YIep)XMBaHHS INHKOB HOynpodeHa u
OpOTaBEpUHA THUAPOXJIOPHAA HA XPOMAaTOrpamMe
CTaHAApTHOTO pactBOpa (ubynpodena U
IpoTaBepuHa TUAPOXIIOpUIA) (pasznen
«KoanyecTBeHHOE ONpeneneHme»).

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@ - cnekTpbl NOIJOLICHUA s
nukoB ubynpodeHa W JpOTaBepHHA THAPOXJIOPHIA,
MOJTydeHHbIe TpH xpomaTorpadupoBaHiH
UCIIBITYEMOTO W CTaHAApTHOTO PAacTBOPOB (pazaen
«KonuuecTBeHHOE onpeaeneHue»), TODKHE HMETh
MaKCMMyMBl [OCJIOLIEHUS] TIPU OJHHX H TeX e
JUTHHAX BOJIH.

Remarks : The Product confirms to ND /

IIpumeuanue: [poaykt cooTBeTCTBYET Tpebopanuam HJI

Conclusion : APPROVED /
3akmoyenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IoaroTosneHo: Ramakana A M\ ITposepeno: Pardeep Kumar OnobpeHo: Menemkep / Pykosonurens /}mit Kumar
= N =
\ ) -
Reprint Date / = \/ Reprint Date / Reprint Date / T
Jara: 27.03.2025 JHara: 27.03.2025 Jara: 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
Tel : 491 98165 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page3 of 8/ Ctp.3 u3 8

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
Iponyxt: Hopurau® Jlenu, TabneTku, NOKPHITHIE MIEHOYHOM 0605104Koi, 80 Mr+400 Mr

Market / Poinox : Russia / Poccus

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

Cepns Ne i W2d02558 Pa3smep cepuu " 400000.0 Tab
Analytical Repourt No./ . 890001776765 Date of Analysis / . 30.11.2024
AHannTudeckuii oTyer Ne JlaTa ananu3a

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

Jara nponseoacTra T'ogeH o0

Mfg. License No. /

[Ipou3BoacTBeHHAsI : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PI'-RU)
JuneH3usi Ne

Analysis performed according ND / Ananus nposegen no HJ: JITT-Ne(001554)-(PI'-RU)-170424

Titanium dioxide / Tutrana
IMOKCHIL

Complies as prescribed /
CooTBeTCTBYET

Pale yellow to dark orange red color. / Oxpammmnganne
OT ONEqHO-XKENTOr0 [0 TEMHOTO OpPaHXEBO-
KPACHOTO 1IBETA.

3 | Dissolution / PacTBopeHune

Ibuprofen / U6ynipoden

83 %, 87 %, 92 %, 92%, 87 %, 91 %

Not less than 75 % (Q) of label claim Cj3H;30
(Ibuprofen) dissolved in 45 min. / He Menee 75 % (Q)

OT HOMMHAJIBHOTO COOEPXKAHUS Ci3H50-
(nbyrnpoden) yepes 45 MuH.
Drotaverine hydrochloride / 99 %, 98 %, 97 %, 95 %, 94 %,98% | Not less than 75% (Q) of label claim
JpoTaBepUHa ruIpOXJIOPHL C24H31NO4+ HCI (Drotaverine  hydrochloride)

dissolved in 45 min. / He Menee 75 % (Q) ot

HOMMHAJILHOTO cogepxxanus  Co4H3 NOs HCI
(mporaBepuHa THIPOXJIOPHL) yepes
45 MuH.
4 Uniformity of dosage units / OqHopoaHOCTh eIHHUL A03UPOBAHMS
Ibuprofen / U6ynpodex 33 Acceptance value (AV) not more than 15.0. /

IToxazatens npuemiemoctu (AV) He Gonee 15,0.

Drotaverine hydrochloride /
JlpoTaBepuHa rHOPOXIIOPHL

5.8

Acceptance value (AV) not more than 15.0. /
TToxazatens npuemnemMoctH (AV) He 6onee 15,0,

5 Impurities / IIpumecu

Thuprofen / Hoynpodhen

Impurity A / Ilpumecs A

Below LOQ (LOQ = 0.045 %) /
Hwxe npeaena koauuecTBeHHOTo
onpeaenenus (ITKO = 0.045 %)

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

Remarks : The Product confirms to ND /
IIpumeyanue: [IponykT coorBercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

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

TMourorosiaegHo: Ramakan ] \;{r ITpoeepeno: Pardeep Kumatr f Onol8peHo: MeHemxep / PykoBoautens Am{t Ku mar
Iu\ JA~ —" N =

Reprint Date / J \ Reprint Date / Reprint Date / !

JHara: 27.03.2025

Jarta: 27.03.2025

Jara: 27.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilts, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drredays.com
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y 2 Formulation Unit-6
Dr. Reddy s q'. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIN3A

Paged4of 8/ Crp.4mu3 8

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
| MpogykT: Hosurau® Jleau, TabneTkH, MOKPHITHIE NAEHOYHONH 0605104K0#, 80 Mr+400 mr

Market / PoiHoK : Russia/ Poccus

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

Cepusi No : V2102358 Pasmep cepuu * 400000.0 Tab
Analytical Repovrt No./ . 890001776765 Date of Analysis / . 30.11.2024
AHaTHTHYECKHH oTueT Ne JlaTa ananusa

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

HdaTta npousBojicTBa Iogen g0

Mfg. License No. /

IIpouspoacTeeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)~(PI'-RU)
auueH3zusa Ne

Analysis performed according ND / Auanu3 nposeaen no HJI: JITI-Ne(001554)-(PI'-RU)-170424

Impurity J / Ilpumecs J Below LOQ (LOQ =0.038 %) / Not more than 0.2 % / He 6onee 0,2 %
Hike nipefiesia KOJUYECTBEHHOTO
onpenenenus (ITKO = 0.038 %)

Impurity N / I[Tpumecs N Not more than 0.2 % / He 6onee 0,2 %
Below LOD (LOD =0.019 %) /
Husxe npenena o6Hapyxenus (I1O

=0.019 %)
Any unidentified impurity / Not more than 0.2 % / He 6onee 0,2 %
E Below LOQ (LOQ = 0.043 %) /
JUHUIHAS
HeUICHTHOULIAPOBAHHAS Huxe nipenena Konw—leCTBem:oro
HpHMECE onpenenenus (ITKO = 0.043 %)
Total irf’ipurities / Cymma Below LOQ / Hixe npeniena Not more than 1.5 % / He 6oxsee 1,5 %
npumecei
KOJIMYECTBEHHOTO ONPEAENICHUA
Drotaverine hydrochloride /
Jpomasepuna 2udpoxiopud Below LOD (LOD =0.010 %) / .
. 29
Acid impurity / TIpuecs Hinke npeaena obuapysxerus (1O Not more than 0.2 % / He 6onee 0,2 %
= 0,
«Kucnoray» = 0.010 %)
Amide impurity / Ilpumechb Not more than 0.2 % / He 6onee 0,2 %
«AMHI» Not detected / He o6HapyxeHa
Amine impurity / Ilpumecs Not more than 0.2 % / He 6onee 0,2 %
«AMHE» Not detected / He o6HapyxeHa
M (1] o,
Drotaveraldine / Not detected / He o6HapykeHa Not more than 0.5 % / He 6onee 0,5 %
JlpoTraBepanayx
Remarks : The Product confirms to ND / Conclusion : APPROVED /
ITpumeuanue: IponykT cooTBeTcTBYET TpeboBanuam HJI 3axaouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
lloaroropneHo: Ramakan \ i-\ Iposepeno: Pardeep Kumar | B OnobpeHo: Menenxep / PykoBoaurens Amit KuTar
i U 2 =
Reprint Date / - \ = Reprint Date / Reprint Date / -
Hara: 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: L85195AP1984PLCOD4S507
www.drreddys.com




Dr.Reddy’s ‘g

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

CEPTUO®HUKAT AHAJIM3A

Page Sof 8/ Ctp.5u3 8

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

Mpoaykr: Hosuran® Jleau, TabneTky, NOKpHITHIE IUIEHOUHOM 060104Kk0#, 80 Mr+400 mMr

Market / Puinok : Russia / Poccus

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

Cepus Ne N Pasmep cepuu * 400000.0 Tab
Analytical Repovrt No./ . 890001776765 Date of Analysis / . 30.11.2024
AHaauTuyecKHuif oTuer No Jara aHanuza

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

JlaTa npousBoacTEa I'ogen no

Mfg. License No. /

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

JIHUEeH3HA No

Analysis performed according ND / Anasu3 nposenen mo HJI: JITI-Ne(001554)-(PI"-RU)-170424

Any unidentified impurity /

EnvnuuHas
HEeUIEHTHQUUMpPOBaHHas 0.04% Not more than 0.5 % / He 6onee 0,5 %
IpUMECh
Total impurities / Cymma Not more than 3.0 % / He 6onee 3,0 %
npumeceit 0.1%

6 Water content / Conep:xanne 33% Not more than 5.0 % / He 6onee 5,0 %
BOJBI

7 Residual organic solvents / 2994ug per tablet / 2994 Mkr Ha 2-propanol — not more than 5555 pg per tablet. / 2-
OcTaToyHble oOpraHHYecKHe TableTky nponaHou - e Gonee 5555 Mkr Ha TabneTky.
PACTBOPUTEH

8 Microbiological purity / Mukpo6uoJsoruyeckast 4HeToTa

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

a) Total Aerobic Microbial
Count / O61mee uucno
a3pOOHBIX MHKPOOPraHU3MOB

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

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

b) Total Combined Yeast and
moulds count / O61ee yrco
JPOMOKEBBIX U [LIECHEBBIX
rpuboB

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

c) Escherichia Coli Absent in 1 gram /

OrcyrcrByeTr B 1 T

Shell be absent in 1 gram /
OrcyrcTBUe B 1 T

9 Assay / KonnuecTBeHHoe onpe/esieHue

Remarks : The Product confirms to ND /
IIpumeuanue: Ilpoaykr coorBercrByeT TpeboBanusam HJJ

Conclusion : APPROVED /
3akmwouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
lloarotosneHo: Ramakanj \ J 1lposepeno: Pardeep Kumar F Onobpeno: Menemiep / Pykosonntens Amt Kumar
z g
1 / -
Reprint Date / Reprint Date / Reprint Date / ‘
Hara: 27.03.2025 Hara: 27.03.2025 Hara: 27.03.2025

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

Tel=+91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCOD4507
www.drreddys.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 : 491 98165 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Page 6 of 8 / Crp. 6 u3 8

Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
IMpoayxr: Hosurau® Jleau, TabneTku, NOKphITHIE MIEHOYHOM 060104Koi, 80 Mr+400 Mr

Market / PolHoK : Russia / Poccus

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

Cepust Ne § V2402358 Pasmep cepun * 400000.0 Tab
Analytical Repourt No./ . 890001776765 Date of Analysis / . 30.11.2024
Auanutnueckuii oTueT Ne JaTa anannza

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

Jata npoussoacTrea T'omeH a0

Mfg. License No. /

IlpouspoacTBeHHAsn : MINB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PI'-RU)
auueH3nsa Ne

Analysis performed according ND / Ananus nposeaen no H/: JITI-Ne(001554)-(PT-RU)-170424

Ibuprofen / U6ynpoden 404.3 mg /404.3 mr From 360.0 mg to 440.0 mg of Ci3H;30> (Ibuprofen)
(101.1%) per tablet (from 90.0 % to 110.0 % of label claim). /
Ot 360,0 mr no 440,0 mr C;3Hi1302 (ubynpoden) B
Tabnetke (ot 90,0 % mo 110,0 % oT HOMHHAJIEHOTO

coIepxKaHus).
Drotaverine  hydrochloride / 82.4mg/82.4 mMmr From 72.0 mg to 88.0 mg of CaH3NOs HCI
JlpoTaBepHHa THIPOXIIOPHI (103.0%) (Drotaverine hydrochloride) per tablet (from 90.0 %

to 110.0 % of label claim). / Ot 72,0 mr ao 88,0 mr
Ca4H3 NO4HCl (mpoTtaBepyiHa THAPOXJOPUI) B
tabnetke (ot 90,0 % mo 110,0 % oT HOMHHANBLHOrO
COIepIKaHMs).

Ascorbic acid / AckopbuHoBas
KHCII0Ta

4.08 mg/4.08 mr
(97.2%)

From 2.94 mg to 4.62 mg of C¢HgOs (Ascorbic acid)
per tablet (from 70.0 % to 110.0 % of label claim). /
Ot 2,94 Mr Jio 4,62 MI CeHsOg
(ackopbunoras kucnora) B Tabnerke (ot 70,0 % nmo
110,0 % OT HOMHHAJIBHOTO COOEPIKaHuUs).

10 | Package/ Ynakopka

Per 10 tablets in PA/AI/PVC//aluminum blister. Per 1 blisters and a patient information leaflet
in a carton pack. / ITo 10 Tabnerox B ITA/AJI/TIBX//amomunueBoM 6auctepe. 1o 1 6mucrepy
BMECTE C MHCTPYKLHMEH M0 IPUMEHEHHNIO B TAYKY KapTOHHYIO.

Remarks : The Product confirms to ND /

ITpumeuanue: Ilpoaykrt cooTBeTcTBYeT TpeboBaHusam HJI

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

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

Moarvroshens: Ramakay [Mpoeepeyo: Pardeep Kumar [ Ouo0peHy: MeHeprep / Pykosopurteis Amit Kunar
h nJ\\}‘J/\ e =T =

Reprint Date / N \ Reprint Date / Reprint Date / \

JHara: 27.03.2025 Jlarta: 27.03.2025 Jara: 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: L85155AP1984PLC0O0O4507

www.direddys.com




Dr. Redddy's Laboratories Ltd

‘. s

! ® Formulation Unit-6

Dr. Reddy S '. Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA

Te! : +91 98165 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A
Page 70f 8/ Crp. 7n3 8
Product: Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoayxr: Hosuran® Jlenw, TaGneTky, OKPHITHIE INIEHOUHOH 060104KO0M, 80 Mr+400 Mr
Market / PoiHOK : Russia / Poccus
Batch No. / . Batch Quantity / . 400000.0 tab /
Cepus Ne ] 2402258 Pasmep cepun * 400000.0 Tab
Analytical Repourt No./ . 890001776765 Date of Analysis / . 30.11.2024
AHaJuTHYeCKHIT 0TUeT No JlaTa aHanu3za
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
JaTa npouM3BoACTBA T'oxen no
Mfg. License No. /
IlpouspoacTBeHHAast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PI-RU)
aunen3us Ne
Analysis performed according ND / Auaan3s nposeagen nmo H: JITI-Ne(001554)-(PT-RU)-170424

Drotaverine hydrochloride /

API name / HaumenoBaHue A®C: Ibuprofen / U6ynpoden

JlpoTaBeprHa THAPOXIOPHL
INN / MHH: Ibuprofen / U6ynpoden Drotaverine / [lpotasepun
API manufacturer batch number / PBDB230103, PBDB240006 DRO/003/07/24
Homep cepuu npoussoautens APC:
FP Manufacturer API Batch number / FEQA00385, FERA00104 FERA00418

Homep cepun cydcranuuu npoussoautessa LJIdD:

SolataicaiyeikharmalSEiences Cohance Lifesciences Limited, India /

API Manufactured by & country / Limited, India / N
N Koanc Jlatidcaitencus Jlumuren,
IIpouszBoguteas APC, crpana: Conapa DxruB ®apma CaiteHcus
Hnnous
JIumuren, Unous
Nal:e}:c‘:ﬂigs’;‘tl:l;g;zni?g;l s?tI: /fgelea l:P. te/ Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP)
—— g SEISHES 173205, India (license No MNB/05/263) /

HaumeHnoBaHHe, aipec H HOMep JHLEH3UH
» AP p aua IpouseoactTeeHHOE noapazaenenue-6, Buinamk Kxons, Hanarapx Poyn,

MJIOIAJKH, OCYLIeCTBAAIOLLEH y
(PON3BOICTEO/KONTPOL KauecTsa/Bhinyci [JI® / Bagou, Conan Ouctpukr, X.I1. 173205, Unnus (JIuuenzus 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 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: IIponykT cooTBeTcTBYET Tpeboranusm HJ| 3axawuyenue: OJJOBPEHO

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

IToproropneno: Ramakant~y, MF ITposepeHo: Pardeep Kumar ’[ Onobpeno: Menemxkep / PykoBonurens Amit Kuanar
;&1 _u\ yd - T

Reprint Date / ok e Reprint Date / Reprint Date / {

Hara: 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: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 8 of 8/ Ctp. 8 u3 8

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

Ipoayxr: Hosuran® Jlenu, TabneTku, MOKPHITHIE IUIEHOYHOH 060104KO0H, 80 Mr+400 mr

Market / PoiHoK : Russia / Poccus

Batch No. / ) Batch Quantity / . 400000.0 tab /
Cepus No g VEREss Pa3zmep cepuu * 400000.0 Tab
Analytical Repovrt No./ . 890001776765 Date of Analysis / . 30.11.2024
AHanuTHYECKHUI 0TYeT Ne JlaTa anaan3a

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

Jata npouspoacTsa T'ogeH a0

Mfg. License No. /

IIpou3poAcTBeHHAR : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001554)-(PT-RU)
JauneH3us Ne

Analysis performed according ND / Anasu3 nposeaen no HJI: JITI-Ne(001554)-(PI'-RU)-170424

3akJ04yeHne 0 cOOTBeTCTBHH: «HacTosimum s MOATBEPXKJalo, YTO NpHUBEAEHHAs BbIlie MHPOpMALMA SBISAETCH
JIOCTOBEPHOH ¥ TOYHOH. DTa cepus NpoJyKLHMH pou3BeeHa (BKIII0Yas YIIaKOBKY (MApKUPOBKY) M KOHTPOJIb KauecTBa)
Ha BhIlI€yKa3aHHON MPOM3BOACTBEHHOH IUIOLIaKe (IUIOLIAKaX) B MIOJIHOM COOTBETCTBUU ¢ TpeboBaHHsiMU [IpaBun
HaJUIexxallei Mpou3BoACcTBEHHON NpakTuku EBpasuiickoro skoHoMuueckoro corosa (Ne GMP/EAEU/RU/00554-2022
oT 02 centa6pa 2022) u TpeOOBaHUAMHU KOHTPOJIS KayecTBa JNEKApPCTBCHHBIX CPEICTB, @ TAKXKE B COOTBETCTBUHU CO
crielMpUKaIUAMY, CONCPXKAIUMUCST B PETHCTPALMOHHOM JOChE CTPaHBI-UMIIOpPTEpa. 3amMcH IO IPOU3BOJCTRY,
YyIIaKOBKE M aHAaJM3y IPOBEPEHbl, M YCTAHOBJIEHO HX COOTBETCTBUE TpeboBanuaM I[lpaBun Hapiexamiei
IPOM3BOJCTBEHHON NPaKTHKH EBpa3uiickoro 3KOHOMUYECKOI0 CO03a».

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

IIpumeuanue: [IponykT cooTBeTcTBYET TpeboBanusam HJL 3akaioyenne: OJOBPEHO

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

IToarororneno: Ramaka IMpoeepeHo: Pardeep Kumar f Ono6peno: Menemkep / Pykopoaurens Amit Kpmar
qld ﬂ}‘-\ — Py

Reprint Date / Reprint Date / Reprint Date / f

Jara: 27.03.2025 Jara: 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
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