Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

Dr. Reddy'’s Laboratories Ltd,
Farmulation Unit-6

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

CEPTUOHKAT AHAJIU3A

Pagel of 8/Crp. 1z 8

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoaywr: Hosuran” Jenu, tabnerki, noKpsithie nieHouHoi oGonotkoii, 80 Mr+400 mr

Market / PrrHox + Russia/ Poccus

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

Cepua Ne e Pasmep cepin * 400000.0 Tab N
Analytical Repourt No./ . 800001763690 Date of Analysis / . 24.09.2024

AHanuTHYecKHit oTHeT No Hata anannia

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Jara npon3soacTaa logen 10 -

Mfg. License No./ .

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

JInUCHIHs Ne

[ Analysis performed according ND / Asaau3s nposeaen no HJL: JIN-Ne(081554)-(PI-RU)-151222

Noe Test / IlokasaTens

Result / Pe3yabTathl

Specification / Hopma

1 Description /
Onncanne

Biconvex, oblong shaped, light pink colored
film-coated tablets; cross section description -
light yellow core. / ]IBosikoBbINYKBIE
TabneTkH MpononroBaToif Gopmbl, MOKPHITHIE
npeHoyHoHi  06ONOUKOH  CBET/IO-PO30BOrO
LIBETA; HA NONEPEYHOM pa3pese — AXPO CBETNO-
JKEATOro 1BETA.

Biconvex, oblong shaped, light pink to pink
colored film-coated tablets; cross section
description - light yellow core. / [lrosikogulnyxisic
TabneTkd npoponropatoil  GopMel, MOKPLITEIE
naeHoyHoli o6onovKoi OT CBETIIO-PO3OBOTC A0
PO30BOTO LIBETA; HA MONEPEYHOM paspeie — supQ
CBETJIO-XKENTOrO LBETA.

Remarks : The Product confirms to ND /
Ilpumedanne: [IpoaykT cootBercTayeT Tpebosannam HJI

Conclusion : APPROVED /
3axasioyenne: ONOBPERO

Hara: 24.09.2024 Hata: 24.09.2024

Prepared by / Checked by / Approved by: Manager / Executive /
MoaroTtosneno: Noor Mohm,nmad INposepeno: Santosh Kumar Maurya | Ono6peno: Menemxep / Pysosonuress Abhishek
‘,'v @‘, Chauhan { /1
Lo 2 S g
Reprint Date / Reprint Date / Reprint Date /

Jlata: 24.09.2024

Registered Cffice: 8-2-337, Road No. 3, Barjara tills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCON4507
wwwy.drreddys.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

CEPTHOUKAT AHAJIM3A

Page20f8/Ctp.2u3 8

mwgan Lady, film-coated tablets, 80 mg+400 mg
[Mpoaywr: Hoesnran™ JTeau, Tabierky, NOKPLITHIC mIeHOUHOM 06oaoukoil, 80 Mr+400 Mr

Market / Poitiok : Russia / Poccus

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

Cepin No R s 2] Pazmep cepnu * 400000.0 Ta6

Analytical Report No. / ] : Date of Analysis / A )

AHanuriyeckuii oTyer Ne ) 830001763690 Nava apaania e o -
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

JaTa npoussOnCcTEA Iopen no

Mfg. License No./

IIpoussoacTBEHHAR : MNB/05/263 MA number: / Homep PY  : JITI-Ne(001554)~(PT-RU)

nuening Ne . . l

Analysis performed according ND / Anaana nposenen no H/L: JT-Ne((101554)-(PT-R11)-151222 —

2 Identification / Iloanunxocts

Ibuprofen, Drotaverine
hydrochloride / U6ynpoden,
JporasepHHa rHApOXJIOpUA,

1) HPLC/B3XX

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

Complies as prescribed /
CooTBeTCTBYCT

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 refercnce
standard  solution (Ibuprofen and Drotaverine
hydrochloride)  (section “Assay") / Bpemena
YIEpXKMBAaHWA OCHOBHBIX NMHKOB Ha XpoOMaTOrpaMMe
MCTIBITYEMOI'O  PacTBOpa OOMKHBI  COOTBETCTBOBATH
ppeMelaM  YAEp)KHBawWs MHKOB MbOynpobewa w
OpOTABEDHHA THIOPOXNOPHIA HAa  XpOMaTorpamme
cTanjaptHoro pacrsopa (Mbynpodena W mpotaBepuHa
rHAPOXNOpHAa) (pa3znen «KonnyecTBeHHOE
OTNPEACACHHEN).

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 MOrICIUIEHHA [UIA MHKOB
ubynpodera i ZpoTaBepHHa FHAPOXNOPUAA,
nonyyYeHHbIe MPU XpOMATOTpa(MpOBAHHH HCITBITY EMOT0
M cTaHmapTHOro pacteopos (pasjmen «KonnuecrBeHHOe
OAANEAETRHUED),  NNMKHR MUMETE  MAKCHMYMBI
NOCJIOLUEHUA TIPH OFHHMX H TEX e JUINHAX BOJIH.

Remarks : The Product confirms to ND /

Hpumeuanme: [TpoaykT cooTeTcTBYET TpeboBaHUAM HJI

Conclusion : APPROVED /
3akmoyenne: QIOBPEHO

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

Moarotoeneno: Noor I\v_l,%b’ngmad Tlposepeno: Santosh Kymar Maurya | Onobperno: Menemiep /| yxnnmmre:?& Abhishek
() &z— Chauhan e

Reprint Date / Reprint Date / Reprint Date / '

Jlata: 24.09.2024 Hara: 24.09.2024 Jara: 24.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Fills, Hyderabad - S00034, Telangana, india

Tel: +91 40 4900 2900, Fax: +21 40 4900 2959, Email: mat!@drreddys.com
CIN: [.85135AP1984P1.C004507
www.drreddys.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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Page3 of 8/ Ctp.3 w3 8

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Ipoayrer: Hosuran® Ieay, Tadaersu, nokpsirsie naeHourodi obonoykoii, 80 mr+400 mr

Market / Poi ok * Russia / Pocens

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

Cepua M AZEUERD Pa3mep ceptin * 400000.0 Tab

Analytical Repo“rt No. / . 890001763690 Datfe of Analysis / . 24.09.2024

AHaJIHTHYeCKHH 0TueT No Mara agannsa |
Date of Manufacture / . 09/2024 [!ate of Expiry / . 08/2026

JaTa nponssoacTea [onen no

Mfg. License No. /

IIpoussoacreennas : MNB/05/263 MA number: / Homep PY  : JITI-No(001554)-(PT-RU)

JnleH3na Ne

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

Titanium dioxide / Tutana
JIHOKCH],

Complies as prescribed /
CootpetcrByeT

Pale yellow to dark orange rcd color. / OxpaninBaHue oT
6IIEHO-KENTOT0 [0 TEMHOLO OpaHKEBO-KPaCHOTO
nBeTa.

3 | Dissolution / PacTeopenne

Ibuprofen / U6ynpoden

90 %, 83 %, 81 %, 85 %, 87 %,
87 %

Not less than 75% (Q) of label claim CizH50:
(Ibuprofen) dissolved in 45 min. / He menee 75 % (Q) ot
HoMuHansHoro coaepxanus CisHisOx»  (ubynpoder)
yepez 45 MuH.

Drotaverine hydrochloride /
DpoTaBepHHa THAPOXIOPHN,

99 %, 101 %, 97 %, 100 %, 96 %,
97 %

Not less than 75 % (Q) of label claim CasH; NO4-HCI
(Drotaverine hydrochloride} dissolved in 45 min. / He
mence 75 % (Q) OT HOMHHaNBIIOrO COAEpP>KaHUS
CasH3 NO4HCl (aporaBepuHa THAPOXIOPHI) 4epes
45 mun.

4 Related substances / PogcTBenubie npumecu

——

Ihuprofen £ Hoynpodhen

(10 =10.019 %)

Below LOQ (LOQ = 0.045 %) /
Hwxe npenena konn4ecTREHHOTO

SRy U £ onpegencuus (ITKO = 0.045 %)

Impurity J / ITpumecs J Below LOD (LOD = 0.023 %)/
Hice npencna oGnapyiccnis
(TIO - 0.023 %)

Impurity N / Tlpumece N Below LOD (LOD =0.019 %) /

Hwxe npenena obHapysxeHus

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 /
Ilpumeuanue: ITpoayxr coorsercTeyeT TpeGosanmam HJT

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEH!

Prepared by / Checked by /
Tloarorosncuo: Noor ﬁphammad
A

ITposepeno: Santosh Kugﬂ(r Maurya

Approved by: Manager / Exgeutive /
Onpfpeno: Menemsep / Pyiforonittgns Abhishek
Chauhan "

Reprint Date /
Jara: 24.09.2024

Reprint Date /
Hara: 24.09.2024

Reprint Date /
Mara: 24.09.2024

Registered OFfice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - S00034, Telangana, India
lel: +81 40 4900 2500, Fax: +91 40 4900 2999, Email: mai!@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.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 56001-0Z
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Page4of 8/Crp.4uz 8

[Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Hpoaykr: Hosuran® Jleau, Tabnerk, NoKphiThE NEHOYHOMH 0600uK0i, 80 Mr+400 Mr

Market / PLiHox

: Russia / Poccusa

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

Cepua Ne ALk Pasmep cepun * 400000.0 Tab

e Ll R I GO : 890001763690 et i o : 24.09.2024
AHaNHTHYec Kt oT4deT No JaTa anaan3a

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

laTa nponsBoacrsa Togen no

Mifg. License No./

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

Analysis performed according ND / Anaaus mposegen no HI: JIT-Ne(001554)-(PI'-RU)-151222

s

Enunnynan
HEUJIEHTHPHLHPOBAHHAR
TIpUM ECh

Any unidentified impurity /

Below LOQ (LOQ = 0.022 %) /
Huoke npefena kOMH4eCTBEHHOTO
onpenenenus (ITKO = 0.022 %)

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

Total impurities / Cymma

npuMecei

Below 1.LOQ / Huxe npepena
KOJTHYECTBEHHOTO OTIPCACTEHHA

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

Pwvoteserine hvdvochloride /
Hpomasepuna 2udpoxiopid

Below LOD (LOD = 0.010 %) /
Huxe npenena oGHapyxeHua
(I10=10.010 %)

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

0.12%

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

Acid impurity / Tlpumecs
«Kucnora»
Amide impurnty / Ilpumecs
«AMna»
Amine impurity / Tlpumecs
«AMHID

Not detected / ne obuapyxena

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

Drotaveraldine /

Below LOD (LOD = 0.020 %) /
Huxe npenena o6HapyxeHHsA

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

5

OTaBepaninH
AR (10 = 0.020 %)
Any unidentified impurity / 0.14%
EouMHngHan ’ Not more than 0.5 % / He 6onee 0,5 %
HEUAEHTHDULMPOBAHHAST
TIDUMECH
Toldl  hpuwilics 4 Cymma 049 Mot mwie thai 3.0 96 /£ 1Te Guaee 3,0 %6
TpHMECER
Water / Boaa 3.0% Not more than 5.0 % / He 6onee 5,0 %

Remarks : The Product confirms to ND /
Mpumeuanne; Mpoaykr cooTeercrayer Tpebosanuasm HIT

Conclusion : APPROVED /
3axmouenne: OJOBPEH

Prepared by /
Tloarorosneno: Noor Mohammad

-

Checked by /

[TposepeHo: Santosh ar Maurya

Approved by: Manager / Ex¢cutive /
Ono6pesio: Menemxkep / Pykoronirefls Abhishek
Chauhan @

I

Reprint Date /
MHara: 24.09.2024

Reprint Date /
Jlarta: 24.09.2024

Reprint Date / 1
Hara: 24.09.2024

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@direddys.com
CIN: L85195AP1884PLC00A507
wiwvw.drreddys.com



Dr.Reddy’s "5.‘

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

CEPTUDOHUKAT AHAJIU3A

Page50f8/Crp.5u3 8

Product : Novigan Lady, film-coated tabl

HMpoayicr: Hosuran® Jlean, rafuersy, nokpuirue niesousoi odonoukoeil, 80 mr+400 Mr

ets, 80 mg+400 mg

Market / Pp1 Hok : Russia / Poccus

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

Cepns N - Pa3mep cepuu " 400000.0 Tab
lyti - No. f i

Anal ytnfal chovrt No./ . 890001763690 Datc of Analysis / . 24.09.2024

AHaanTHuecKuit oruer No JlaTa auann3sa il

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

HaTa npou3BE0ACTBa Topen o

Mfg. License No. /

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

AHLeH3HA Ne

Analysis performed according ND / Asnanuz nposeaen mo H: JITT-No(001554)-(PI'-RU)-151222

2-propanol — not more than 5555 pg per tablet. / 2~

6 Residual organic solvents /| 3354ug per tablet /3354 mkr Ha
OctaTounste opraHMyeckHe | TabneTky nipomnanos - He Gonee 5555 Mkr Ha Tabnetky.
paCTBOpHUTE)IH
7 Microbial limits / Muxpo6nosornaeckas 4HcToTa
a) Total Aerobic Microbial Less than 50 CFU/g / Not more than 1000 CFU/g /
Count / ORwes auann Menee S0 KOF/r He Ainmes 1000 KOE/r
a3p06HBIX MHKPOOPTraHW3MOB
b) Total Combined Yeast and Less than 50 CFU/g / Not more than 100 CFU/g /
moulds count / Obiee uucno Menee S0 KOE/r He 6onee 100 KOE/r
APOXKHKEBBIX U MITECHEBBIX
rpubos
c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcytcrByerB 1 1 OrcyrctBHe B 1 1
8 Uniformity of dosage units / OxnopogHocTs J03HpOBAHNA
Tbuprofen / bynpoden 33 Acceptance value (AV) not more than 15.0./ Tloxazarens
npuemnemocty (AV) He 6onee 15,0.
Drotaverine hydrochloride / 5.0 Acceptance value (AV) not more than 15.0. / TloxazaTens
JlpoTaBepHHa THAPOXJIOPH, npHemneMocty (AV} ue Gonee 15,0.
9 Assay / Kond4ecTBeH0€ onpeaeeHue

Remarks : The Product confirms to ND /
ITpumeuanue: Ilpoaykr caotBetcTByeT TpeboBanuam HI|

Conclusion : APPROVED /
3aKmotueHe: OII_OBPEHO'}

Prepared by / Checked by / Approved by: Manager / Ex-g" utive /

Moarotosnexo: Noor Mohammad ITpogepeuo: Santosh Kumay Maurya | Omobpeno: Menemwxep / Pys; no‘.mrrenh};Ahhislwk
2 Chauhan =

Reprint Date / Reprint Date / Reprint Date / S

JHara: 24.09.2024 Hara: 24.09.2024 Jara: 24.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel: 91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mai:@drreddys.com
CIN: L85195AP1384PLCON4A507

www.drreddys.com




Dr.Reddy’s Q3¢

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sclan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Page 6 of 8/ CTp.6n3 8

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

Ilpoaywr: Hosuran™ lleny, tabnetky, NOKpaITHIE MueHO4HOM 0600uk0il, 80 Mr+400 mr

Market / Poitiok : Russia/ Poccua

Batch No. / ] Batch Quantity / , 400000.0 tab /

Cepna Ne B\ e i Pasmep cepun " 400000.0 Ta6

Analytical cho“rt No./ . 890001763690 pate of Analysis / . 24.09.2024

AnanuTnuecKHil oT4eT No JlaTa ananusa iw i
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Hata nponssoacrba Conen oo

Mifg. License No./

IlpoussogcrBenHast : MNB/05/263 MA number: / Homep PY : JIT1-Ne(001554)-(PI"-RU)

Januensns Ne T B

Analysis performed according ND / Anaaus nposenen no H/I: JI'H~N3(UHISS~1)-(PI'-RU)-_ISIZZZ

Ibuprofen / U6ynpodex

3933 mg/393.3 mr
(98.3 %)

From 360.0 mg to 440.0 mg of C3H,402 (Ibuprofen) per
tablet (from 90.0 % to 110.0 % of label claim)./ OT 360,0
mc 10 440,0 mr C3H30, (ubynpodeH) B Tabnetke (oT
90,0 % 1o 110,0 % oT HOMHHaJILHOTO COIEPKAH U ).

Drotaverine  hydrochloride /
JlpoTaBepHHa FMIPOXJIOPHA

79.6 mg/ 79.6 mr
(99.5 %)

From 72.0 mg to 88.0 mg of CasHyNO,-HCl
(Drotaverine hydrochloride) per tablet (from 90.0 % to
110.0 % of label claim). / Or 72,0 mr no 88,0 mr
Ca3H3 NOy-HCI

(npoTaBEpHHA rHAPOXIOPHA) B Tabnerke

(01 90,0 % 1o 110,0 % OT HOMKHANIBHOrO COAEPKAHHA).

10 | Ascorbic acid / AckopGunoBan
Kueaora

410 mg/4.10 mr
(97.5%) tablet (from 70.0 % to 110.0 % of label claim). / Ot 2,94

From 2.94 mg to 4.62 mg of C¢HsOg {Ascorbic acid) per

Mr o 4,62 MT CsHzOs
(ackop6unosas kicnora) B tabnetke (ot 70,0 % no 110,0
% OT HOMHHAJILHOI'O COIEPIKAHMA).

11 Package / YnakoBKa

Per 10 tablets in PA/AI/PVC/aluminum blister. Per 1 blisters and a patient information leaflet in
a carton pack. / Ilo 10 Tafnetox B [TA/ATUTIRX// amomuuuerom Gnurrepe [To 1 Gmuctepy
BMECTE € HHCTPYKUMER N0 NPUMEHEHUIO B MAYKY KApPTOHHY!IO,

Remarks : The Product confirms to ND /
TIpumeyanie: [1poaykT cooTBeTcTBYET Tpeboranmuam HJ{

Conclusion : APPROVED / /
3axmoueHne: OJJIOBPEHO/

Prepared by / Checked by /
Tloxrorosneno: Noor Mohansnad
AL

Approved by: Manager / Exefutive /

Chauhan .

I[Tpoeepeno: Santosh Kq.@ﬂaurya Ono6peno: Mexemxep / ny{ﬁumn‘fnb Abhishek
{ j

Reprint Date /
Hata: 24.09.2024

Reprint Date /
Jara: 24,09.2024

Reprint Date /
Hara: 24.09.2024

Registered Office: 8-2-33 7, Road No. 3, Barjara Hills, Hyderabad - 500034, Telangana, (ndia
Tel: 491 40 4900 2300, Fax; +41 40 4301 2999, Email: moil@drreddys.com
CIN: L85195AP1984PLCD0A507

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 56C01-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 70f 8/ CTp. 7uz 8

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
ITpoayicr: Hosuran® e, tabherki, HOEpbITHE erodnoi oGonoukoii, 80 mr+400 Mr

Market / Pri Hok : Russia / Poccust

Batch No, / ) Batch Quantity / . 400000.0 tab /

Cepna Ne AV LI Paimep cepun * 400000.0 Ta6

AmalyticaliReportNa;/ : 890001763690 VEal TV 24.09.2024

AHANHTHYeCKHIl oTyeT No Mata avanusa |
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Hata nponspoacTsa Cogen oo

Mfg. License No. /

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

aunnenzns Ne

Analysis performed according ND / Avanns npoeeaen o H/: JINM-Ne(001554)-(PI-RU)-151222

API name / Hanmenosanune ADC:

Tbuprofen / U6ynpoden

Drotaverine hydrochloride /
JHpoTaBepnra rMAPOXJI0PHA,

INN/ MHH:
API manufacturer batch number /
Homep cepuu npoussoautens APC:

Ibuprofen / U6ynpodent

Drotaverine / [IpoTaBepuH

PBDB230110, PBDB240004

DRO/006/04/21

FP Manufacturer API Batch namber /
Homep cepuu cyGcTaHOHH NPOH3BOANTENS
IJIQ:

FERA00052, FERA00119

FEOQAQ2122

API Manufactured by & country /
IIponssoantens APC, crpana:

Solara Active Pharma Sciences Limited,
India/
Conapa 2xrus Papma CaiieHcus
JInmuten, Huous

. RA Chem Pharma Ltd., India /
PA Kem ®apma Jitn., Mnans

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBaHNie, agpec M HOMEP JHUEH3IHH
NX0IAAKH, OCyLUeCTBARIOLLEI
NPOH3BOACTBO/KOHTPOJIb KAUECTBA/BLINYCK
rJo/

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (IIP)
1732035, India (license No MNB/05/263) /
TpoussoacreenHoe noapasgenenue-6, Binamk Kxons, Hanarapx Poya,
Bapa, Conan Juctpukr, X.I1. 173205, Huaus (Jnueusus 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.

GMIVEAEU/RU/00554 2022 dt. 02

Scptember 2022) and requiremento to the modioinal quality and with the

specifications in the Marketing Authorization dossier of the importing country. Production, packaging and

Remarks : The Product confirms to ND /

Ipumeuanne: [Iponykt cooTBercrBYET TpeGoBaHusm HJI

Conclusion : APPROVED /
3akimouenne: OI[OBPEHO}

Prepared by /
IMoarorosneHo: Noor M

J

mmad

Checked hy /
[TpoeepeHo: Santosh

ymar Maurya
; Chauhan

Approved by: Manager / Exegutive /
Onobpeno: Menemskep / Py mn'mn.m.

/ﬁhh:shuk

Reprint Date /
Hara: 24.09.2024

Repfint Date /
JHara: 24.09.2024

Reprint Date /
Hara: 24.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Fills, Ryrderabad - S00034, Telangana, india
Tek +91 40 4900 2900, Fox: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCOD4507
wwvedrreddys.com




Dr. Reddy's Laboratories Ltd .
Do Formulaticn Unit-6
DI’. Red dy’s !'.. Vill. Khol, Nalagarh Road, Baddi,
- Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page80of 8/Crp.8u3 8

m-\"ig_an Lady, film-coated tablets, 80 mg+400 mg

Hpoayscr: Hosgran™ Jleay, tabnerki, HOKpuIToie naeHounoil 06onoukoil. 80 Mct400 mr

Market / Poitiok : Russia / Poccust

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

Cepus Ne e Pa3mep cepiH * 400000.0 Tab

Analytical Report No. / " Date of Analysis / N

AnanuTnaec Kuit oTyer Ne G LT _ |JaTa apanuza i 24'09'202_4_ I =
Date of Manufacture / < 09/2024 Date of Expiry / . 08/2026

JaTa npoussoacTea I'oneH ao

Mfg. License No./

IlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JII1-Ne(001554)-(PT-RU)

JuueHIns Ne

Analysis performed according ND / Auannz nporenen mo H/L: JITI-Ne(001554)-(PT-RU)-151222 N

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

3akJnoueHHe 0 COOTBeTCTBMH: «HacTosluM 1 MOATBEpX a0, YTO DpHUBCACHHAs Bhllue MHbopMaLys
ARTASTCA TOCTORGNPHOH M TOUHOH. DTa cepust MPONYKITHK NPOWIRENCHA (RKJIFOYAH YNAKOBKY (MAPKHPOBKY)
H KOWTPONL KayecTsa) Ha BhIIIEYKA3aHHOW MPOM3BOACTBEHHONM MUowaAKe (TomanKax) B [MOJIHOM
COOTBETCTBUM C TpeGoBaHMAMH IlpaBun Haajexalled MpOM3BOACTBEHHOH npakTHkM Espasmiickoro
akoHOMHYecKoro cotoza (Ne GMP/EAEU/RU/00554-2022 ot 02 cenTabps 2022) u TpeboBaHHAMY KOHTPONIA
Ka4eCTBa JIEKAPCTBEHHBIX CPEACTB, a TAKXKE B COOTBETCTBHH co cneumbuxaummu, COAEPXKAILIUMUCH B
PErHCTPALIHOHHOM JOChE CTPaHBI-UMIIOPTEPA. 3aHCH MO NPOU3BOACTBY, YNIAKOBKE H aHAJIH3Y MPOBEPEHEI,
W YCTaHOBJIEHO MX COOTBETCTBHE TpebosaHuam [lpaBun Haanexailed IPOU3BOACTBEHHOW NpPaKTHKH
EBpasniickoro 3x0HOMHUYECKOTO CO03a».

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

IMpumeuanne: [Ipoayxr coorsercTsyet TpeboBanusv HI 3aknodenne: OMOBPEHO

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

[oaroToeneHo: Noor Mop\wmad [Tposepero: Santosh Kumar Maurya | Onobpewo: Menemxep / y::oun;nr_;f:nh Abhishek
%5 L'ZL Chauhan L

Reprint Date / Reprint Date / Reprint Date /

Jlata: 24.09.2024 Jlata: 24.09.2024 Jara: 24.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tl +97 40 4900 2900, Fax: +S1 10 4200 2999, Email; mail@drraddys.com
CIN: LB5195AP1984PLCO04507
www.drreddys.com



