Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Product: Muslaxin (Ibuprofen + Chlorzoxazone) film-coated tablets 400 mg + 500 mg
Iponyx7: MycnakcuH (H6ynpod)eﬂ+xnop301<ca301-1) TabJIETKH, MTOKPHITHIC INIEHOYHOH 060s10uK0M, 400 Mr + 500 Mr

Market / Poinok Russia / Poccus

Batch No/ V2400339 Batch Quantity / 687600 tab / 687600

Cepusi No Pa3smep cepuu Tab

Analytical Repourt No / 890001730861 Date of Analysis / 13.04.2024

AHanuTHYEeCKH# oTuer No Jlara ananusza

Date of Manufacture / 02-2024 Date of Expiry / 01-2027

Jara npouzsoacrsa T'onen a0

Mfg. License No. / . .

IIpounspoacTBeHHan MNB/05/263 MA number: / i JII-Ne(001956)-(PT -
Homep PY RU)

Junen3us Ne

Analysis performed according ND / Ananns nposenen mo HJI: JIIT-Ne(001956)-(PI'-RU)-140323

Page 1 0of8/Cup.1 u3 8

No Test / IlokasaTein

Result / Pe3yabTaTh!

Specification / Hopma

1. | Description / Onmucanne

White caplet shaped film-coated
tablets. White on the cross-section. /
TabneTku kKancynoBHAHOH GOPMBEI,
MOKPBIThIE TIEHOYHOH 000I0YKOH
6enoro npera. Ha paspese Genoro
LIBETA.

White to off-white caplet shaped film-
coated tablets. White to off-white on the
cross-section. i Tabnerku
KancyJIOBUOHOW  (GOpPMBI,  TIOKPBITHIE
[JIEHOYHON obomnoukoii 6enoro  wiu
noytu Gesioro 1gera. Ha pazpeze 6enoro
WJIM I0YTH 6€eoro 1BeTa.

2. | Identification / UnenTudukanus

2a. | By HPLC/ BOXKX

1) Ibuprofen / U6ynpoden

The retention time of Ibuprofen
peak in the chromatogram of the test
preparation
Ibuprofen peak of the standard
preparation as obtained in the test
Assay / Bpems ynepxxuBaHusl Muka
HOynpodeHa Ha XpomaTorpamme
HCIIBITYEMOro
COOTBETCTBYeT NHKY HOynpodeHa

corresponds to

pacTBOpa

The retention time of Ibuprofen peak in
the chromatogram of the test preparation
should corresponds to Ibuprofen peak of
the standard preparation as obtained in
the test Assay / Bpems ynep>xuBanHus
nuka uodynpodeHa Ha XpoMaTorpamme
HCTIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATH MHMKY HOynpodeHa Ha
XpoMaTorpamMmMe CTaHAapTHOTO pacTBopa

Ha XpoMaTorpamMMme cTaHaapTHoOro | (pasmen «KonnyectreHHoE
pacTBopa (pazmen | onpemesicHUe»).
«KonnuecTBeHHOE OTpPEIEICHHEN).

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

IIpumeuanne: [Ipoaykr cooTBeTcTBYET Tpebosanusm HJL

3akmwuenne: OJJOBPEHO

Prepared by /
IToarorosiieno:Shivani Devi

Checked by /
IIporepeno: Rama Kant

Dl

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoaurens
Pavan Kumar Sh

o

(—’
ki
Date /

Hara: 17.04.2024

Registerad Offick

Date /
_lg.-%’rih_7l Emgéhzoz44qni:r: Hille Hudar.

Date /
;LlaT%;nLJA%1ZQ24, India

Tel: +91 40 4900 2900, Fax: +91 4C 4300 2959, Email: maii@drraddys.com

CIN: L85195AP1984PLC0O04507
wwwi.drreddys.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHUOUKAT AHAJIM3A

Product: Muslaxin (Ibuprofen + Chlorzoxazone) film-coated tablets 400 mg + 500 mg
IpoaykT: MycnakcuH (H6ynpod)eH+xnop30Kca30H) TabJIETKH, TIOKPBITBIE TNIeHOYHOH 0605104Koif, 400 Mr + 500 mr

Market / Puinok Russia / Poccus

Batch No / V2400339 Batch Quantity / : 687600 tab / 687600

Cepust Ne Paszmep cepun Tab

Analytical Repovrt No/ 890001730861 Date of Analysis / . 13.04.2024

AHaauTHYECKHH oTUeT No JlaTa aHaJH3a

Date of Manufacture / 02-2024 Date of Expiry / . 01-2027

JlaTa npou3BoaCTBA I'ogen go

Mfg. License No. / . .

IIponssoacTeenHas MNB/05/263 MA number: / 1 JHI-Ne(001956)-(PT -
Homep PY RU)

aunensus No

Analysis performed according ND / Auanu3 nposegen mo HJI: JITT-Ne(001956)-(PI"'-RU)-140323

Page2 of 8§/ Ctp.2 u3 8

chromatogram  of the  test
preparation corresponds to
Chlorzoxazone peak of the standard
preparation as obtained in the test
Assay / Bpems yaep)kuBaHus MHKa

XJIOp30KCa30oHa Ha XpoMarorpamme
HUCIBITYCMOTO pacTBOpa
COOTBETCTBYECT MHUKY

XJIOP30KCa30Ha Ha XpOMaTorpamme
CTaHAApTHOrO pacTtBopa (paszen
«KonnyecTBeHHOE ONpe/ieIeHHEY).

No Test / Iloka3arenn Result / PesyabTaThl Specification / Hopma
ii) Chlorzoxazone / The retention time of | The retention time of Chlorzoxazone
Xnop3okcazoH Chlorzoxazone peak in the | peak in the chromatogram of the test

preparation should corresponds to
Chlorzoxazone peak of the standard
preparation as obtained in the test Assay

/ Bpems yAEpKUBAHHUS MUKa
XJIOP30KCa30Ha Ha  XpoMaTorpamme
HCITBITYEMOTO pacTBopa JOJKHO

COOTBETCTBOBATh MHKY XJIOP3OKCa30Ha
HAa  XpoMaTorpaMMme  CTaHIAAPTHOIO
pactBopa (pazmen «KonuuecTBeHHOE
OTIPEICIICHUEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IponykT cooTBeTcTBYET TpeboBanusm HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo:Shivani Devi IIpoBepeno: Rama Kant Onobpeno: MeHemxkep / PykoBonurens
— J Pavan Kumar § a
) %& .
Date / Date / Date /
lIaTai 17.04.2024 Repictored nmm-lla;[ﬁhl JAQQ‘AZ\OZAQ;M_;—JG Hille_bydarkty »I[aTannl-j 0'4 2»0—24 india

Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: man@orrwﬁdys com

CIN: L85155AP1984PLC0O04507
www.drrecdys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Muslaxin (Ibuprofen + Chlorzoxazone) film-coated tablets 400 mg + 500 mg
IpoaykT: MycnakciH (n6xnpo¢)eH+xnop30Kca30H) TabJIETKH, TOKPHITHIE MIeHOYHOH 06ostoukoi, 400 mr + 500 mr

Market / Poinok Russia / Poccus

Batch No/ V2400339 Batch Quantity / 687600 tab / 687600

Cepus Ne Pa3mep cepun Tab

Analytical Repo\}‘t No/ 890001730861 Date of Analysis / 13.04.2024

AHajmTHyecknii oTueT No JlaTa aHaau3a

Date of Manufacture / 02-2024 Date of Expiry / 01-2027

Hara npousBoacraa T'oxen no

Mfg. License No. / . No PT.

IIponsBoacTBeHHAs MNB/05/263 MA number:,/ : JII-Ne(001956)-(PT
Homep PY RU)

JHneH3us Ne

Analysis performed according ND / Ananu3 npoBexen mo HJI: JII1-Ne(001956)-(PI'-RU)-140323

Page 3 0f 8/ Crp.3 u3z 8

No Test / Iloxa3zareinb

Result / Pe3yabTaTsl

Specification / Hopma

2b. | By ILC/TCX

Main spots in chromatogram of
sample solution correspond to main
spots in  chromatograms  of
Ibuprofen  reference  standard
solution and Chlorzoxazone
reference standard solution. /
OcCHOBHBIE naTHa Ha
Xpomarorpamme HCITBITYEMOTO
pacTBOpa COOTBETCTBYET OCHOBHBIM
INATHAM  HA  XpOMaTorpammax
pacTBopa craHaapTHoro obpasua

Main spots in chromatogram of sample
solution should correspond to main spots
in chromatograms of Ibuprofen reference
standard solution and Chlorzoxazone
reference standard solution. / OcHoBHbIE
NATHA HAa XpOMAaTOrpaMMe MCTIBITYEMOTO

pacTBOpa JODKHBl COOTBETCTBOBATH
OCHOBHBIM IIITHAM Ha XpOMaTOrpammax
pacTBopa  CTaHAApPTHOIO obpasma

ubynpodenHa u pacTBopa CTaHAAPTHOIO
ofpasia XJI0p30KCa30HAa.

ubynpodera H pacTBopa
CTaHAPTHOTO obpasua
XJIOP30KCa30Ha.

3. | Water / Bona 1.1% Not more than 4.0 % / He 6onee 4,0 %.

4. | Dissolution / PacTrBopeHue

4a. | Ibuprofen / MU6ynpodeH Unit-1/ Ta6n.-1 99 % Not less than 75 % (Q) of the labeled
Unit-2 / Ta61.-2 98 % amount of Ibuprofen is dissolved in

1 [v)
Unit-3 / Ta61.-3 99 9% 45 minutes. / He menee 75 % (Q) ot
. HOMHHAJIBHOT'O cofiepKaHus
Unit-4 / Tabn.-4 98 % ubynpodeHa  pacTBopseTcs yepes
Unit-5 / Ta6n.-5 99 % 45 muH.
Unit-6 / Tabn.-6 100 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanue: [IpoayxT cooTBeTcTBYeT TpeboBanusam HJT

3akmarouenne: OJJOBPEHO

Prepared by /
IMToxnrorosneno:Shivani Devi

Checked by /
Ilposepeno: Rama Kant

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonurens
Pavan Kumar Sha

2t

Jata: 17.04.2024
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Date /
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Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLCQ04507
www.drrecddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories (td,
Formulation Unit-6

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

CEPTHUOUKAT AHAJIM3A

[Product: Muslaxin (Ibuprofen + Chlorzoxazone) film-coated tablets 400 mg + 500 mg
HpoayxT: MyciakcuH (H6ynpo<beH+xnop30Kca30H) TabJIETKH, MOKPHITBIE MNIeHOYHOH 060n10ukoii, 400 Mr + 500 mr

Market / Ppinok Russia / Poccust

Batch No/ V2400339 Batch Quantity / 687600 tab / 687600

Cepus Ne Pasmep cepun Tab

Analytical Repourt No/ 890001730861 Date of Analysis / 13.04.2024

AnajuTHyecKHi oTyer Ne JlaTa apajausa

Date of Manufacture / 02-2024 Date of Expiry / 01-2027

JlaTa npouzBoacTBa TI'onen no

Mfg. License No. / i o

IIpousBoacTBennas MNB/05/263 MA numberg { LN (001956)-(PT-
Homep PY RU)

JuneH3zua Ne

Analysis performed according ND / Ananu3 nposeaen mo HJL: JITI-Ne(001956)-(PT-RU)-140323

Page4 of 8/ Ctp.4m3 8

No Test / ITokazaTeanb Result / Pe3yabTatsl Specification / Hopma
4b. | Chlorzoxazone / Unit-1/ Tabn.-1 82 % Not less than 75 % (Q) of the labeled
Xnop3okca3oH Unit-2 / Ta6:1.-2 85 % amount of Chlorzoxazone is dissolved in
1 0,
Unit-3 / Ta6n.-3 26 % 45 minutes. / He menee 75 % (Q) ot
. HOMMHAJILHOT'O comepxaHus
Unit-4 / Tabn.-4 87 % XJIOP30KCAa30HA  pacTBOPACTICS  4epes
Unit-5 / Ta6n.-5 84 % 45 MuH.
Unit-6 / Tabn.-6 86 %
5. | Impurities / [Ipapmecn
Ibuprofen impurity J / (0.04% Not more than 0.20 % /
[Mpumecs J ubynpodena He 6onee 0,20 %
Ibuprofen impurity L / Not detected 7 He odHapyzkeHa Not more than 0.20 % /
[pumecsh L ubynpodena He 6onee 0,20 %
Ibuprofen impurity M / Below LOD (LOD = 0.0058 %) / Not more than 0.20 % /
[Mpumecy M ubynpodena Hmke npenena obHapys:kenus (IO | He 6onee 0,20 %
=0.0058%)
2-Amino-4-chloro phenol / | Below LOD (LOD = 0.0022 %)/ | Not more than 0.50 % /
2-amuHO-4-xJ10pdeHon Huwxe npeaena oOHapyskeHs He 6onee 0,50 %
(IO = 0.0022%)
Any unspecified impurity / | Below BDL (BDL=0.05%) / Not more than 0.10 % /
JIroboii HeuaeHTHHLIK- Huke nopora peructpauuu (IP = | He 6onee 0,10 %
POBAaHHOM MpHMeECH 0.05 %)

Remarks : The Product confirms to ND/
IMpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHusmM HJL

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
IToarorosneno:Shivani Devi

AT

Checked by /
[Ipoeepeno: Rama Kant

Bdod

Approved by: Manager/Executive /
Onob6peHo: Menemxep / PykoBoaurens
Pavan Kumar Sha

& 2

Date /
Jlata: 17.04.2024

Registered Offic

Date /

Date /

ﬂgﬁa7lﬂl*~014\l20243ﬂ'=ra Hillc H\'dnralvﬂatahfllz'%'—z‘oz‘é india

Tel. +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1934PLCOD4A507
www.drrecdys.com




Dr.Reddy’s “:’

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

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

CEPTHUOHUKAT AHAJIM3A

Product: Muslaxin (Ibuprofen + Chlorzoxazone) film-coated tablets 400 mg + 500 mg
IpoaykT: MycnakcuH (H6ynpo¢)eﬂ+xnop3oxca30H) TabJIETKH, MOKPAITHIE MIeHoYHOM 060s0uKoi, 400 Mr + 500 mr

Juuen3zus Ne

Market / Poinok :  Russia / Poccus
Batch No/ V2400339 Batch Quantity / : 687600 tab / 687600
Cepusn Ne Pa3zmep cepun Tab
Analytical Repo:‘t No/ . 890001730861 Date of Analysis / . 13.04.2024
AnanurHyeckuii oruer No JlaTa anain3a
Date of Manufacture / . 022024 Date of Expiry / . 01-2027
Hdara npoussoacrea I'onen no
Mfg. License No. /

) MA number: / . JIII-Ne(001956)-(PI -
IIpouszBoacTBEHHAs . MNB/05/263 Hovep PY ' RU)

Analysis performed according ND / Ananns nposenen mo HJL: JIIT-Ne(001956)-(PI'-RU)-140323

Page S of 8/ Ctp. S n3 8

No Test / Iloka3areJb Result / PesyabTaThl Specification / Hopma
Total impurities / Cymma 0.0415% Not more than 2.5 % /
rpumecei He 6onee 2,5 %

6. | Uniformity of dosage units / OAHOPOAHOCTE X03HPOBAHHBIX ETHHHUI

6a. | Ibuprofen / U6ynpoden

1.5 The Acceptance value (AV) should be
less than or equal to 15.0 / IToka3arens
npuemiemoctd (AV) nomkeH OBITh He
oonee 15,0.

6b. | Chlorzoxazone /

1.5 The Acceptance value (AV) should be

bt

Xnop3okcazoH less than or equal to 15.0 / IlokasaTens
npuemneMoctd (AV) pommkeH ObITb He
6onee 15,0.
7. | Microbial purity / Mukpo0uoJornyeckas 4HCTOTA
Total aerobic microbial Less than 50 CFU/g / Not more than 10° CFU/g /
count / O6uiee ymcno Menee 50 KOE/r He 6onee 10° KOE/r
a’poOHBIX
MHMKPOOPTaHU3MOB
Total combined yeast and Less than 50 CFU/g / Not more than 10> CFU/g /
moulds /O6uiee umncno Menee 50 KOE/r He 6onee 10° KOE/r
JPOXOIKEBBIX M TNIECHEBBIX
rpuboB
Escherichia Coli Absentin 1 g/ OtcyrctByer B 1T Absentin 1 g/ OtcyrcTeue B 1 ¢
8. | Assay / Kuinuecisennuoe onpeaciecHue
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyannue: IIpoaykt cootBeTcTBYET TpeboBanusamM HJI 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosieno:Shivani Devi [Tposepeno: Rama Kant Onobpeno: Menemxep / PykoBoaurens

u/d\ Pavan Kumar Sham
% “& 3 /

Date / Date / Date /
Hara: 17.04.2024 Recistarar Mo llaT&AJHOA.ZOZ‘LW, 2 Hille_Hydors ;llatamlﬂnor‘%&(lzm T

Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Emal| maii@drraddys.com

CIN: L85195AP1984PLC0O04507
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 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product: Muslaxin (Ibuprofen + Chlorzoxazone) film-coated tablets 400 mg + 500 mg

eH+X710p30KCca30H) TabJIeTKH, OKPLIThIE MIeHouHoii 06ooukoi, 400 Mr + 500 mr

Hpoxyxr: Mycnakcud (H6ynpo¢)

Market / Poinox Russia / Poccus

Batch No / V2400339 Batch Quantity / : 687600 tab / 687600

Cepus Ne Pa3mep cepnn Tab

Analytical Repourt No / 890001730861 Date of Analysis / . 13.04.2024

Aunanurayeckuii oruer Ne Jara anajausa

Date of Manufacture / 02-2024 Date of Expiry / . 012027

JlaTa npon3BoacTBa I'ogen g0

Mfg. License No. / i .

HpoussoacreenHas MNB/05/263 MA number: / ; JII-Ne(001956)-(PT-
Homep PY RU)

Juuen3ust Ne

Analysis performed according ND / Anasin3 nposeaes no HJI: JITT-Ne(001956)-(PI"-RU)-140323

Page 6 of 8/ Cap. 6 3 8

No Test / Iloka3arejib Result / PesyabraThl Specification / Hopma
Ibuprofen / U6ynpoden 101.1 % Not less than 95.0 % and not more than
105.0% of the labeled amount of
Ibuprofen / He menee 95,0 % u He 6onee
105,0 % OoT HOMHMHAJIBHOIO COAEpPIKAHUA
nbynpodeHa.
Chlorzoxazone / 100.9 % Not less than 95.0 % and not more than
X0p30KCa30H 105.0 % of the labeled amount of
Chlorzoxazone / He menee 95,0 % u He
oonee 105,0% oOT HOMHHAIBHOTO
coaepkaHus XJIOP30KCA3OHA.
9. Packaging / Onucanne 10 tablets in a PVC/aluminum foil blister. 3 blisters and a patient information
YIAKOBKH leaflet in a carton. / ITo 10 TabneTok B KOHTYPHYIO STUEHKOBYIO YIIAKOBKY M3
wienku [IBX/amomunueroit ¢ponwru. [1o 3 KOHTypHBIE AHEHKOBLIE YIIAKOBKH
BMECTE C JIUCTKOM-BKJIaJ(bIIEM TOMELIAIOT B MUKy U3 KapTOHA.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [TpogykT coorBercTBYeT Tpebobanusam H/I 3axawyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Moarorosneno:Shivani Devi [Mpoeepeno: Rama Kant Onobpeno: Menemxep / PykoBoaHTenb
ﬂ w\d— Pavan Kumar Sharm
il ol Pz
Date / Date / Date /
Hata: 17.04.2024 Recictorad Nk A8T8-17.042024 . lIaT—a:-l7 04 2024
; =—Zanjare-killsHuderabiye—SH063 4 Tetanpars ndis

Tei: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drraddys.com
CIN: L85155AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
@e Formulation Unit-6
Dr. Reddy’s ... Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P.,, 173 205, IND}A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHUDOUKAT AHAJIU3A

Product: Muslaxin (Ibuprofen + Chlorzoxazone) film-coated tablets 400 mg + 500 mg
Ipoaykr: Mycaakcux (H6ynp0(j)eﬂ+xnop3oxca30H) TabJIETKH, TIOKPBITHIE MUIeHOYHOH 06onoukol, 400 Mr + 500 mr

Market / Poinok :  Russia/Poccus

Batch No / . V2400339 Batch Quantity / : 687600 tab / 687600

Cepus Ne Pa3zmep cepuun Tab

Analytical Repo:‘t No/ . 890001730861 Date of Analysis / . 13.04.2024

AHauTHYeCKUH oTyeT Ne JlaTa ananu3a

Date of Manufacture / . 02-2024 Date of Expiry / . 01-2027

Jara npou3BoAcTBA I'onen go

Mfg. License No. / . o

IIpousBoacrBeHHas :  MNB/05/263 MA numberi z JI-Ne(001956)-(PT -
Howmep PY RU)

Junenszus Ne

Analysis performed according ND / Ananuns nposenen mo HJE: JIIT-Ne(001956)-(PT-RU)-140323

Page 7 of 8/ Ctp. 7 n3 8

API name (INN) /
Haumenosanue ADC (MHH): Ibuprofen / Ubynpoden Chlorzoxazone / X10p30Kca3oH
API manufacturer batch number / PBDB200275 2022CB0091

Homep cepun npounspoaurenss APC:
FP Manufacturer API Batch number /
Homep cepuu cybcTanuuu FEOA00332 FERA00007

npoussogutens IJID:

Solara Active Pharma Sciences

API Manufactured by & country / Limited, India / Conapa JxTus Auro Laboratories Limited, India /
IIpousBoautenns ADC, ctpaHa: dapma Cariencus Jlumuren, Aypo Jlaboparopuec JIta, Huous
Unaus
E;nl:;;‘l?; rcifls;izgt:li(t)zl/zzt;?:tlrljlosf:; / Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Release site / Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

HaumeHoBaHHe, agpec, JHIEHIHA IS ,
» AAPEC, JHI A I-p Penau’c Jlabopatopuc JIta., Muaus, IIpoussoacTBedHoe
IIpou3BoacTBEHHAs IJIOIAAKA /
noapasaenenue-6, Bumn. Kxons, Hanarapx Poya, banau, /luctpukr

ILromajxa KOHTROAR KadecTBa / Conan, X.IT., 173205, Muaus (MuueHsus Homep MNB/05/263)
Ilnomaaka BbIMyCKAa

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumevanne: [Ipoaykrt cooTBeTcTBYET TpeOoBaHusIM HJT 3axkmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosieno:Shivani Devi [Ipoepeno: Rama Kant Onobpeno: Menemkep [ Pykosoauresib
Pavan Kumar Sharma
—
}' Mwﬁ/‘
Date / Date / Date /
Tata: 17.04.2024 Registered Officp: BaT7 1/ 2024 aniara Hills, HyderdndiaER0d 7 042024 1nai
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CEPTUDHUKAT AHAJIM3A

Product: Muslaxin (Ibuprofen + Chlorzoxazone) film-coated tablets 400 mg + 500 mg
HpoayxkT: Mycnakcut (M6ynpodeH+Xx10p30kca3oH) TableTKH, MOKPBIThIE IIIEHOYHOH 060s10ukoH, 400 Mr + 500 mr

Market / Poinok :  Russia/ Poccus

Batch Quantity/ | 687600 tab/ 687600

Batch No/ .

Cepus Ne P V2400339 Pa3mep cepuu " Tab

Analytical Repovrt No/ . 890001730861 Date of Analysis / - 13.04.2024

AnanurHyeckui orueT No JlaTa aHaJIH3a

Date of Manufacture / . 02-2024 Date of Expiry / . 01-2027

Jarta npon3BoACTBA I'ogen o

Mfg. License No. / . o

IlpoussogcTeenHas : MNB/05/263 MA number: / . JH Ne(001956)-(PT-
Homep PY RU)

Junen3usa Ne

Analysis performed according ND / Ananu3s nposegen no HJI: JI[T-Ne(001956)-(PI'-RU)-140323
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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».

3ak/109enne 0 cOOTBETCTBHH: «HacToAlMM s MOATBEPXKAAIO, 4TO TMPUBEICHHAs Bhille MHQOpMALMs SBIAETCA
JIOCTOBEPHOM W TOYHOM. DTa cepust POAYKUMH IPOU3BECHA (BKIIIOUas YIaKOBKY (MApKHPOBKY) H KOHTPO/Ib KaueCTBa)
Ha BHIIEYKA3aHHOM TPOM3BOJCTBEHHOM IUIOIaAKe (IUIOAAKAX) B IIOJHOM COOTBETCTBHM ¢ TpebopaHuamu [lpapun
Hajulexallei NPOM3BOACTBEHHOM NpakTHKH EBpasuiickoro sxoHomuueckoro cowsa (Ne GMP/EAEU/RU/00554-2022
ot 02 centsiOps 2022) u TpeOOBaHHSIMH KOHTPOJISA KayecTBa JIEKAPCTBEHHBIX CPEACTB, a TAKXKE B COOTBETCTBHM CO
crneuHUKAIMAMH, COACPXKAIHMUCA B PETHCTPALMOHHOM JOChE CTpaHbI-UMIIOpTepa. 3alkCH IO IMPOM3BOACTBY,
YIIAKOBKE W aHANK3y TIpOBEPEHbl, W YCTAHOBJICHO HX COOTBETCTBME TpeboBanusam IlpaBun Hamexaluei
NPOU3BOACTBEHHOH NpakTHKH EBpa3nicKOro 3KOHOMHUYECKOrO COK03a».

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