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
CEPTUD®HKAT AHAJIUIA

Pagelof 8/Ctp.1u3 8

Product : Novigan Lady, film-coated tablets, 80 mg+4_00 mg
Ipoayxr: Hosuran™ Jlenn, Tabaern, nokphithie naeHounoi o6osioukoi, 80 mr+400 mr

JaTa npon3soucTea

Toxen 10

Market / PuiHok : Russia/ Poccus

Batch No. / i Batch Quantity / _400000.0 tab /
Cepus No vzl 221 Pasmep cepin *400000.0 Ta6
Analytical Repo“rt No./ . 890001763690 Dat.e of Ana!ysns / . 24.09.2024
AHaIUTHYeCKRiT oTHeT Ne Hata aHann3a

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

Mfg. License No. /
IIpoussoacTBeHHAast
JHucH3HA Ne

: MNB/05/263 MA number: / Homep PY

+ JI1-Ne(001554)-(PT-RU)

Analysis performed according ND / Awanus nposeaen no HJL JITL-Ne(001554)-(PT'-R1)-151222

[ e

Test / IlokazaTens

Result / Pe3ynnTaTsbl

Specification / Hopma

1 Description /
Onucanme

Biconvex, oblong shaped, light pink colored
film-coated tablets; cross section description -
light yellow core. / JIBOosKOBBIMYyKAbIE
TabneTky NpoaonropaToi GOpMEI, MOKPHITHLIE
naeHoyHod  obonouko#l  ceeTno-pozoBoro
LIBETA; HA NONEPEYHOM paipese — AAPO CBETNIO-

Biconvex, oblong shaped, light pink to pink
colored film-coated tablets; cross section
description - light yellow core. / [{BosikoBbInykisie
TabneTkn Tmpoponropatoit GopMbl, TOKPEBITEIC
nJaeHoYHO! 0B0N04KOH OT CRETNO-PO30BOTO JI0
PO30BOrO 1L(BETA; HA [IOMEPEYHOM pa3pe3e — sapo

KENTOro UBETA.

CBETJIO-KENTOI'O UBETA.

Remarks : The Product confirms to ND /
ITpumeuanHe: ITpoayKT cooTeercTByeT Tpeborannam HJT

Conclusion : APPROVED /
3akaoyenne: OJOBPERO

Prepared by / Checked by /

Approved by: Manager / f&tculivcz’

TloarotoBneno: Noor Moh,’qnmad Iposepeno: Santosh Kumar Maurya | Qnobpeno: Menemwxep / Fywosonurejis Abhishek
. Jf\'q__ Chauhan ey /l
Reprint Date / Reprint Date / Reprint Date / f

Jlata: 24.09.2024

Hara: 24.09.2024

Hata: 24.09.2024

Registered Cflice: 8-2-337, Road No. 3, Banjara 1ills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fox: +31 40 4300 2999, Ernail: maii@drreddys.com

CIN: L85195AP1984PLCON4507
wivw.drreddys.com




Dr. Reddy's Laboratories Ltd,
D ‘..O Formulaticn Unit-6
Y/ . Vill. Khal, Nalagarh Road, Baddi,
r. Reddy S L4 Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page2 of 8/Ctp. 2 u3 8

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Mpoayxt: Hosuraun®Jlenu, TaGnerku, nokpsIThie meHoYHOH obosoukoii, 80 Mr+400 mr

Market / Poi ok : Russia / Poccua

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

Cepua No L Va2l Paszmep cepun * 400000.0 Tab

Analytical Report No. / i ) Date of Analysis / .

K Tannrnseckl oTaer Ni : 890001763690 Wit anannaa 5 ._24‘09.2024 .
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

HaTa npou3soacTBa Iojten o

Mig. License No. /

IlpousBoacTeeHHan : MNB/05/263 MA number: / Homep PY  : JITI-Ne(001554)-(PT-RU)
nuuensna Ne | I

Analysis performed according ND / Ananus nposeinen no H/L JITT-Ne(001554)-(PI"-RU)-151222

2 Identification / Iloaaunxocts

Ibuprofen, Drotaverine The retention times of the main peaks in the
hydrochloride / H6ynpodetr, chromatogram of test solution should comply with the
JpoTaBepyHa rUAPOXIOPHUA retention times of Ibuprofen and Drotaverine
1) HPLC/BOXX Complies as prescribed / hydrochloride p.eaks in the chromatogram reference

CoorseTcTBYCT standard solution (Ibuprofen and Drotaverine

hydrochloride)  (section "Assay") / Bpemena
YIOCpKHBAlWA OCHOBHBIX IHKOB Ha XpPOMaTOrpaMMe
HCMBITYEMOI'G  pacrBOpa JOJKHbLI COOTBETCTBOBATH
BpeMenaM  YyHepXXHuBaHus UMkoB HOGynmpodewa n
OpOTaBepHHA THAPOXNOPHAA Ha  XPOMATOrpamme
CTAHAAPTHOIO pactBopd (MOYUPOPEHE K APUTABEPHHY
TUAPOXJIOPHAA) (paznen «KonuyecTBeHHOE
ONpeaeaeHHEN).

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

2) HPLC (PDA Complies as prescribed / wavelengths. / Y@ - crieKTpbl MOTJIOLIEHHS [ THKOB
detector) / BOXKX (PDA CooTBeTcTBYET ubynpodea 11 OpoTaBepuHa  THAPOXJIOpMAA,
JEr— NoNy4YeHHbIE PU XpOMATOrpadHPOBaHKHH HCITBITY EMOTO

W craHgapTHoro pactsopos (pazaen «Konmuecreennoe
ONpEAENEHHE»),  JODKHBI  MMETh  MakCHMYMbI
NOCNOIEHHUS IPH OOHHX H TeX )€ JUINHAX BOJIH.

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

Ipumeuanne: Iponykt coorsercTByeT TpeGoBaHuam HJI 3axmiouenne: OJJOBPEHO

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

TogrotosneHo: Noor hf%};’{mmad Tpoeepero: Santosh Kusjar Maurya | Omobpeno: Menemkep / Pycosonirent Abhishek

¥, @L& Chauhan = Q?L
Reprint Date / Reprint Date / Reprint Date / !
Hata: 24.09.2024 JlaTa: 24.09.2024 Jata: 24.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - S00034, Telangana, India
Tel: +91 40 4900 2900, Fax: +41 40 4900 2999, Email: mati@drreddys.com
CIN: L85195AP1984P1.C004507
www.drreddys.com




Dr.Reddy’s Q!‘

Dr. Reddy's Laboratories Lt
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Page3 of 8/Ctp.3u3 §

Product : No;igan Lady, film-coated tablets, 80 mg+400 mg
Hpoayxr: Hosuran® Jlems, tabaetks, nokpeiThie mieHouHoi ofonoukoii, 80 Mr+400 mr

Market / PoiHok :+ Russia / Pocchs

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

Cephs No ke Pasmep cepui * 400000.0 Ta6

Analytical Repo}-t No./ . 890001763690 Da'tle of Analysis / . 24.09.2024
AHAIIHTHYeC KU 0THeT No Hara aganusa

Date of Manufactare / : Date of Expiry / . 08/2026

[JaTa npousBoacTea Toaen no

Mfg. License No. /

IIponssoacreennasn : MNB/05/263 MA number: / Homep PY : HH-N9(001554)-(PF-RU)
Januensun Ne —

Analysis performed according ND / Auanns nposegen mo HJL: JIII-Ne(001554)-(PI'-RU)-151222

Titanium dioxide / Tutana
JMOKCHIL,

Complies as prescribed /
CooTBercTBYET

Pale yellow to dark orange red color. / OxparuuBaHnme ot
6NEeNHO-KENTOr0 [0 TEMHOIO OpaHNKEeBO-KPacHOro
ugera.

3 | Dissolution / PacTeopenne

Ibuprofen / U6ynpoden

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

Not less than 75 % (Q) of label claim Ci1H;50:
(Ibuprofen) dissclved in 45 min. / He menee 75 % (Q) ot
HomuHansHoro cogepxanus Ci3HisO:  (ubSympoden)
yepes 45 MAH.

Drotaverine hydrochloride /
JlpoTaBepHHa rHAPOXIOPHA

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

97 %

Not less than 75 % (Q) of label claim CayH3; NO4-HCI
(Drotaverine hydrochloride) dissolved in 45 min. / He
mence 75 % (Q) OT HOMHHaNBLHOrO CoOAEpIKaHUA
Ca4H3y NOy HCl (apoTaBepviHa FHAPOXJIOPHI) 4epes
45 MuA.

4 Related substances / PoagcTBennsiec mpumecn

Ihuprofen ! Hovapoden
Impurity A / Ilpumecs A

Impurity J / [Tpumecs J

Iimpurity N / TIlpumece N

Below LOQ (I.LOQ = 0.045 %) /
Hinke npenena konHYeCTBEHHOrO
onpeaenenus (IMKO = 0.045 %)
Below LOD (LOD = 0.023 %) /
Hinice npeacna oGnapyccuis
(I10 = 0.023 %)

Below LOD (LOD =0.019 %)/
Hinke npenena o6Hapyxenns
(IT0 = 0.019 %)

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: Ipoayxr coorserctayet Tpebosanram HI

Conclusion : APPROVED /
Jaxmouenne: OJOBPEH

Prepared by /

Tloarorosneno: Noor d\iphﬁmmad
=

Checked by /
[Iposepeno: Santosh Kuﬁ Maurya

Approved by: Manager / Exgeutive /
Onobpeno: Mereaxep / Pyl' aaonll:rf’nb Abhishek
Chauhan "

Reprint Date /
Hara: 24,09.2024

Reprint Date /
Jara: 24.09.2024

Reprint Date /
Iara: 24.09.2024

Pegistered 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.drreddys.com




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-0Z
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®HKAT AHAJIHU3A

Paged of 8/ Crp.4u3 8

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
Mpoayxr: Hosuraw® Jlenn, Tabnerx, nokpeiThie MieHouHod oonoukoii, 80 mr+400 mr

Market / PLisox : Russia / Poccua

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

Cepua Ne A Pasmep cepus * 400000.0 Tab6 .
Analytical Repovrt No./ . 890001763690 Date of Analysis / . 24.09.2024

AHanuTHyec Kuii orgeT Ne JaTa anannza

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

JlaTa npon3poacTsa Toaex no

Mfg. License No. /

IIponssoacTBeHHAR : MNB/05/263 MA number: / Hovep PY  : JIII-Ne(001554)-(PI'-RU)
JHnensus Ne

Analysis performed according ND / Ananus nposesen mo HII: JIH-Ne(001554)-(PT" -RU)-151222

Any unidentified impurity /

Below LOQ (LOQ = 0.022 %) /
Huxe npenena xosiM4ecTBEHHOrO
onpeaenenus (IIKO = 0.022 %)

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

Eavnnynan
HEHULEHTHHLUPOBAHHAR
NpUMEeCh

Total impurities /- Cymma
npUMeceit

Below LOQ / Hinke npenena
KOJIHYECTBEHHOTO OTpeeNeHHS

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

Diroteverine hvdrochloride /
Hpomasepuia 200poXnopid

Below LOD (LOD = 0.010 %) /
Hwuxe npeaena oGHapyXeHus
(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
«Kncnota»
Amide impurity / [Ipamecs
CAMUA»
Aniine impurity / Ilpumecs
«Amuinm

Not detected / ne o6napyxena

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

Drotaveraldine /

Below LOD (LOD = 0.020 %) /
Huxe npenena o6HapykeHHS

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

[IpoTaBeparamH
AESTEy (110 = 0.020 %)
Any unidentified impurity / 0.14%
EamMHnunan B Not more than 0.5 % / He 6onee 0,5 %
HeHAeHTHDULIHPOBAHHAT
npuMech
Total impurities / Cymma 0.4% Not more than 3.0 % / He 6onee 3,0 %
npuMeceii
5 Water / Boaa 3.0 % Not more than 5.0 % / He 6onee 5,0 %

Remarks : The Product confirms to ND /
Tpusesanues [Mpoaykr cootaercrayet Tpefosaunay HIT

Conclusion : APPROVED /
3aknioucnune: OJJOGPEH

Prepared by /
Tognrorosneno: Noor Mahammad

Iz

Checked by /

[posepero: Santosh Kumar Maurya

Approved by: Manager / Ex¢cutive / ’
Onobpeno: Menemkep / Py 'nm.msrre/ih Abhishek

Chauhan \

Reprint Date /
Hara: 24.09.2024

Reprint Date /
Jara: 24.09.2024

Reprint Date /
Hara: 24.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490C 2900, Fax: +91 40 4900 2999, Email: mai!@drreddys.com
CIN: L85195AP1984PLCD04507

www.drreddys.com




Dr.Reddy’s €3¢

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

Page50f 8/ Crp.5u3 8

Product : Novigan Lady, film-coated tabl

Hpoaykr: Hosurau® Jlesy, ratierim, MOKPLITEIE NieHouron pinmoukoii, 80 mr+400 mr

cts, 80 mg+400 mg

Market / Pu1Hok : Russia / Poccus

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

Cepusa No "R Pa3smep cepun ‘' 400000.0 Tab

Analytical Report No./ K : Date of Analysis / T

R v : 890001763690 Raew i + 24.09.2024

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

JlaTa mponssoacTea logen ao

Mfg. License No. /

IIpousBoacTBeHnas : MNB/05/263 MA number: / Homep PY  : JITI-Ne(001554)-(PI-RU)
Supeninn Ne

Analysis performed according ND / Auanns nponenen no HIA: JITI-Na(001554)-( Pr'-RU)-151222

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

6 Residual organic solvents /| 3354pg per tablet /3354 mkr Ha
OcTaTounble OpraHHYcckHe | Tabnerky npomaxon - e Gonee 5555 mxr Ha TabneTky.
PACTBOPHTEJIH
7 Microbial limits / Mukpo6noaornyeckan 4HcIoTa
a) Total Aerobi¢c Microbial Less than 50 CFU/g / Not more than 1000 CFU/g /
Count / Ofwee auenn Meaee S0 KOF/ He finnee 1000 KOF/r
a3p06HBIX MHKPOOPraHH3MOB
b) Total Comnbined Yeast and Less than 50 CFU/g / Not more than 100 CFU/g /
moulds count / Obwiee umcio Meuee 50 KOE/r He 6onee 100 KOE/r
ApOXOIKEBBIX H MJIIECHECBAIX
rpuoos
¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcytcTByeTrB 1 I OtcyrctBue B 1
8 Uniformity of dosage units / OanopogHocTb 103HPOBAHNSA
Tbuprofen / M6ynpoden 33 Acceptance value (AV) not more than 15.0. / [Tokazarens
npuemaemoctd (AV) ne 6onee 15,0.
Drotaverine hydrochloride / 5.0 Acceptance value (AV) not more than 15.0. / ITokasaTens
JporaBepHHa ruapoxaopun npueminemoctv (AV) ue 6onee 15,0.
9 Assay / Konudecreennoe onpeaeaeHue

Remarks : The Product confirms to ND /
IIpumeuanue: Ilpoaykr cootsercreyet Tpebopanusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO)

Jarta: 24.09.2024

Hara: 24.09.2024

Prepared by / Checked by / Approved by: Manager / Exggutive /

Ioarotosneno: Noor Mohammad Iporepeno: Santosh Kumar Maurya | Ono6peno: Menemwkep / Pygosomimensy Abhishek
2 Chauhan e —— f

Reprint Date / Reprint Date / Reprint Date / e

Jata: 24.09.2024

Pegistered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India

Tel:-+91 40 4900 2900, Fax: +91 40 4900 2999, Email: mai:@drreddys.com
CIN: L85195AP1984PLCO04507
wwiv.drreddys.com



Dr.Reddy’s Q‘:"

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

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A

Page 6 of 8/ CTp. 6 n3 8

ProducE-N_oVigan Lady, film-coated tablets, 80 mgi400 mg
Tpoayxr: Hosuran™ Jlead, TabaeTku. NOKPHITHIE NneHo4Ho 06omoukoii, 80 Mr+400 mr

Market / Poiniok : Russia/ Poccus

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

Cepna No daee 0 Paimep cepHH * 400000.0 Ta6 |
Analytical Re.pourt No./ . 890001763690 Date of Analysis / . 24.00.2024

AHANTHTRYCCKHI 0TYeT N Hara anann3a e wui
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Hata nponssoacrsa Coaex 10

Mfg. License No./

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

NHUeH3Ha Ne o

Analysis performed according ND / Anaauns nposeaen no HJL: JIII-Ne(001554)-(P1'-RU)-151222

Ibuprofen / U6ynpoden 393.3 mg/393.3 mr From 360.0 mg to 440.0 mg of C 3H)s02 (Ibuprofen) per
(98.3 %) tablet (from 90.0 % to 110.0 % of label claim). / Ot 360,0
mr o 440,0 mr C;3H;302 (ubynpoden) B Tabnerke (oT

90,0 % mo 110,0 % OT HOMHHaIBEHOrO CONEPXKAHMS).
Drotaverine  hydrochloride / 79.6 mg/ 79.6 Mr From 72.0 mg to 88.0 mg of CaH3yNO,;HCI
JlporarepyHa THAPOXIJIOPHA (99.5 %) (Drotaverine hydrochloride) per tablet (from 90.0 % to

110.0 % of label claim). / Or 72,0 mr no 88,0 mr
CayH3 NOy-HCI

(apoTapepiia riHApoOXJOPI) B TAOMETKE

{01 90,0 % 10 110,0 % OT HOMWHATIBHOIO CONEPIKAHMA).

KNcaoTa

10 | Ascorbic acid / AckopOunosas

4,10 mg/ 4.10 mr
(97.5%)

From 2.94 mg to 4.62 mg of C¢HzOg (Ascorbic acid) per
tablet (from 70.0 % to 110.0 % of label claim). / Ot 2,94
Mr o 4,62 MD CsHgOs
(ackop6umoras kicnora) B TaGnerke (ot 70,0 % no 110,0
% OT HOMMHA/IbHOIO CONEPIKAHHA).

11 Package / YnakoBka

Per 10 tablets in PA/AI/PVC//aluminum blister. Per 1 blisters and a patient information leaflet in
a carton pack. / ITo 10 tafnetox B [TIA/ATUITRX// amomunuerom Anurrepe. [lo 1 Gnucrepy
BMECTE C MHCTPYKUHEHR N0 NPUMEHEHUIO B MAYKY KAPTOHHYIO.

Remarks : The Product confirms to ND /
INpumeuanie: IlponykT cooTseTcTByeT Tpebopanmnam HIL

Conclusion : APPROVED / /
Jaxmovenne: OJOBPEHO

Prepared by /
Tlonrotosneno: Noor Moh ad
s

Checked by /
Iposepeno: Santosh Kl%ﬁﬂur}'a

Approved by: Manager / Exefutive /.
Ono6peHo: Menemxep / Py(oncm-n-f_m Abhishek
Chauhan =1

Reprint Date /
Lara: 24.09.2024

Reprint Date /
Hara: 24.09.2024

Reprint Date /
Jara: 24.09.2024

Rregistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
fel: +91 40 4900 2300, Fax: +41 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCDN4507

www.drreddyz.com




Dr. Reddy’s ":‘.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Salan, H.P.,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIU3A

Page 7of 8/ CTp. Tua 8

Product : Novigan Lady, film-coated tablets, 80 mg+400 mg
[ponysr: Hosuran™ Jlenu, taGnersi, HokpsTLEe micHoudoi oGoioykoii, 80 mr+400 mr

&

Market / PryHok : Russia / Poccun

Batch No. / 5 Batch Quantity / . 400000.0 tab /

Cepua Ne B Pazptep cepun * 400000.0 Tab

Analytical Repourt No./ . 890001763690 Date of Analysis / . 24.00.2024
|AHRIHTHYec KHii oT4eT Ne Jata ananusza

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

Mara npoussoacrsa Togen ao

Mfg, License No. /

IlpousBogcTBennasn : MNB/05/263 MA number: / Homep PY  : JI[T-Ne(001554)-(PT-RU)
auuensnsa No

| Analysis performed according ND / Ananns nposesen no HJ/L: JIII-Ne(001554)-(PT-RU)-151222 ~

Drotaverine hydrochloride /

Howmep cepun cyGcTaHLHK NIPOU3BONATENS
CJd:

API name / Hanmenosanne A®C: Ibuprofen / M6ynpocden JIpoTaBepuHA THAPOXIIOPH A
INN/ MHH: Ibuprofen / U6ynpoden Drotaverine / ipotasepiH
API manufacturer batch number / PBDB230110, PBDB240004 DRO/006/04/21
Homep cepuu nponsponntens APC: _
FP Manufacturer API Batch number /

FEOAQ2122

FERA00052, FERA00119

API Manufactured by & country /
Tpowawoam vean ARC, Crpana;

Solara Active Pharma Sciences Limited,
India/
Cosapa Dwruy Mapma CalteHous
Jlumuren, Unaus

RA Chem Pharma Ltd., India /
PA Kem dapma Jivr., Huawa

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBaune, agpec # HOMep JHUEHIHH
NJICLIAAKH, OCYyLIECTBIAIOIIENR
NPOM3BOACTBO/KOHTPOJb KAYecTBa/BBITYCK
I'JI® /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (IHIP)
173205, India (license No MNB/05/263) /
Tpouzsoncrsentoe noapasnenenue-6, Bunnamk Kxons, Hanarapx Poya,
Bamuu, Conad Juctpukr, X.I1. 173205, Unaus (Jlunewsus 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 /

IMpumeuanne: [IpofykT cooTBeTcTBYET Tpebosanusm HI

Conclusion : APPROVED /
3akioueHne: OI[OBPEHO,)

Prepared by / Checked by /

TToarotosneuo: Noor Mghainmad

¢

TIpoBepeHo: Sanlosh@nr Maurya

Approved by: Manager / Exegutive /
Onobpeno: Menemxep / PyROBOIITENL }bhishek
Chauhan il

Reprint Date / Reprint Date /

Reprint Date /

Hara: 24.09.2024

JHara: 24.09.2024

Hara: 24.09.2024

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

CIN: L83195AP1984PLCOD4507
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Dr. Reddy’s ":'.

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

CERTIFICATE OF ANALYSIS
CEPTHU®HKAT AHAJTU3A

Page8of 8/Crp.8usz 8

[Product : NE;;igan Lady, film-coated tablets, 80 mg+400 mg
Ipoayry: Hosurau® flean, rabierku, NOKpeITole TIcHOYRO0I 06oi04koil. 80 Mr+400 mr

Market / Po1 ok : Russia / Poccus

Batch No./ . Batch Quantity / . 400000.0 tab /
Cepus Ne INZR0L221 Pazmep cepun * 400000.0 Tab
Analytical Report No, / . Date of Analysis / =

AHanaTRyec Kuii oTder Ne S LIRS JaTa aganusa : et -
I .

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

JlaTa npon3B 0acTBA T'oaeH a0

Mfg. License No. /

HpouszBoacrBennan : MINB/05/263 MA number: / Homep PY  : JII1-Ne(001554)-(PI'-RU)
apnensua Ne

Analysis performed according ND / Anasm3s nposeaen mo HJI: JITI-Na¢001554)-(PT'-RU)-151222

testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian

Economic Union is establishedy.

3akJo4enne o0 cooTBeTcTBHM: «HacTosmyMm s NOATBEpXJar0, UTO NPHBEJCHHAs Bhlille MHGOPMALIUA
ARTAETCA TOCTORENHON M TOUHOM. JTa ceprs OPONYKITHH NMPOU3RENeHa (RKAKYAA YNAKOBKY (MaPKHPOBKY)
W KOHTpOJNL KayecTBa) Ha BbIIEYKa3aHHOW MPOM3BOJACTBEHHON IUIOLIaAKe (TIOMAAKAX) B MOJHOM
COOTBETCTBUH C TpeGomanusamu [IpaBun Hamiexamed NpoW3BOACTBEHHOH npakTHku Espasmiickoro
3KoHOMHYeckoro coro3a (Ne GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) n Tpeb0BaHUsIMH KOHTPONA
KauecTBa JEeKApCTBEHHLIX CPEJACTB, a TAKXKE B COOTBETCTBHU CO crneuupHKauaMH, COAEPKAINMUCS B
PerucTparHoIIIOM AOCLe CTPAIILl HMNOpTepa. 3amHcH Mo NPOH3BOACTBY, YNAKOBKE 1 aHA/3Y NPOBEPEHEI,
W YCTAHOBJIIEHO HX COOTBETCTBHE TpCGOBaHH}lM HpaBnn Ha;mexcal.ueifl I'IpOHBBOI{CTBeHHOﬁ NpaKTUuKu
EBpa3uiickoro 3k0HOMHUYECKOTO CO03aY.

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

IMpumeuanne: [ponykr coorsercrayer Tpeboanusm HI 3akmiouenne: OJJOLPEHO

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

[oarotosneHo: Noor Mohammad [Mporepeno: Santosh Kumar Maurya | OnoGpeo: Menemxkep / gymnonmfmb Abhishek
2. L&_ Chauhan e

Reprint Date / Reprint Date / Reprint Date /

Hata: 24.09.2024 Mara: 24.09.2024 Hara: 24.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - S00034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: maii@drreddys.com
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