Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND}A
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product: Muslaxin (Ibuprofen + Chlorzoxazone) film-coated tablets 400 mg + 500 mg
IpoaykT: MyciakchH (n6ynpo¢)eﬂ+xnop301<ca30H) TabNeTKH, MOKPLITLIE MUIeHOUHOH 06omnoukoH, 400 mr + 500 mr

Market / Ppinok Russia / Poccus

Batch No/ V2400480 Batch Quantity / 747000 tab / 747000

Cepust Ne Pazmep cepun Tab

Analytical Repovrt No/ 890001730862 Date of Analysis / 13.04.2024

AHaauTHYeCKHIii oTUeT Ne Jara anajauza

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

MJara npousBoacTaa T'onen no

Mfg. License No. / . .

Ipou3BoacTBeHHast MNB/05/263 MA number: / : JHI-Ne(001956)-(PT*-
Homep PY RU)

Jaunenszus Ne

Analysis performed according ND / Ananns nposenen no HJI: JIII-Ne(001956)-(PI"-RU)-140323

Page 1 0of8/Crp.1 13 8

No Test / Iloxka3zaTeanb

Result / PezybTaTnl

Specification / Hopma

1. | Description / Onucanue

White caplet shaped film-coated
tablets. White on the cross-section. /
Tabnetku KarncyJoBUIHOH HOPMEI,
TIOKPBIThIE TIEHOYHOH 060JI0YKOM
6enoro npera. Ha paspese Genoro
LBETA.

White to off-white caplet shaped film-
coated tablets. White to off-white on the
cross-section. / Tabnetku
KarcyJnoBHUAHOH  (OPMBl,  ITOKPHITHIE
IUIEHOYHOM 00onoukoii Oenoro  wiu
nouty 6esnoro usera. Ha paspese Genoro
WITH MOYTH OeNoro 1BeTa.

2. | Identification / UnenTudguxanus

2a. | By HPLC/ BOJXKX

i) Ibuprofen / U6ynpoden

The retention time of Ibuprofen
peak in the chromatogram of the test
preparation corresponds to
Ibuprofen peak of the standard
preparation as obtained in the test
Assay / Bpems ynepKuBaHMs I[THMKa
ubynpodeHa Ha XxpoMmaTorpamme
HCIIBITYeMOTO pacTBopa
COOTBETCTBYET NUKYy HOynpodeHa
Ha XpoMaTorpaMme CTaHAAPTHOIO
pacTBOpa (paznen
«KonmuuecTBeHHOE ONPE/ICIICHUED).

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 yaep>xkusanus
nvka wbynpodeHa Ha XpoMaTorpamme
HCIIBITYEMOrO pacTBopa JIOJDKHO
COOTBETCTBOBaTh MHUKY HOynmpodeHa Ha
Xpomarorpamme CTaHJapTHOTO pacTBopa
(pa3men «KonnuectseHHOE
OTpeNeTICHUEY).

Remarks :

The Product confirms to ND/
IIpumeuanue: [Ipoaykr coorBeTcTByeT Tpebosanusm HJI

Conclusion : APPROVED /
Zakmouenune: OJJOBPEHO

Prepared by /
[MoarotosneHo:Shivani Devi

Checked by /
Iporepeno: Rama Kant

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaurens

Pavan Kumar Sﬁﬁ::a/'

—
by
Date /

Jata: 17.04.2024

Date /

Date /
st .%I?IE}" ]".’\7;0'4'20_.23'““" - L HaTa*'l7 Q4 2024

TR an gy {reie

Tel: +91 40 4900 2200, Fax: +91 40 4900 2999, Email: man@drroc‘dvs com

CIN: L85135AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Muslaxin (Ibuprofen + Chlorzoxazone) film-coated tablets 400 mg + 500 mg
| Hpoayx: Mycnakcu ( H6ynpo¢)eﬂ+xnop3or<ca30H) TabJIeTKH, TOKPBITHIE IJIEHOUHOH 06051049Kk0i, 400 Mr + 500 mr

Market / Ppinox Russia / Poccust

Batch No/ V2400480 Batch Quantity / 747000 tab / 747000

Cepust Ne Pa3mep cepuu Tab

Analytical Repourt No/ 890001730862 Date of Analysis / 13.04.2024

AHanuTHYeckHii oTyeT No JaTa ananaunza

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

Jara npousBoacTea I'open 1o

Mfg. License No. / . .

IpouspoacTeeHHas MNB/05/263 MA number: / : JI-Ne(001956)-(PT -
Homep PY RU)

JnueHzns Ne

Analysis performed according ND / Anann3 nposegen mo HJI: JIIT-Ne(001956)-(PI'-RU)-140323

Page2 of 8/ Cxp.2 n3 8

No Test / Iloxazarenn

Result / PesyabTaThl

Specification / Hopma

i1) Chlorzoxazone /
Xnop3okcazoH

of
the

The retention time
Chlorzoxazone peak in
chromatogram  of  the  test
preparation corresponds to
Chlorzoxazone peak of the standard
preparation as obtained in the test
Assay / Bpems ynep)xuBaHHs NHKa
XJIOP30KCa30Ha Ha XpoMaTorpamme
MCTIBITYEMOTO pacTtBopa
COOTBETCTBYET NHKY
XJIOP30KCa30Ha Ha XpOMaTorpamme
CTaHJapTHOro pactBopa (pasmen
«KonnyecTBeHHOE OMpesieNieHHe).

The retention time of Chlorzoxazone
peak in the chromatogram of the test
preparation should corresponds to
Chlorzoxazone peak of the standard
preparation as obtained in the test Assay
/ Bpems yaep >KUBaHHUS NIHKa
XJIOP30KCa30Ha Ha  XpoMaTrorpamme
UCIIBITYEMOTO pacTBopa NOJDKHO
COOTBETCTBOBATh [MMKY XJIOP3OKCA30HA
Ha  XpoMaTrorpamMme  CTa@HIAPTHOrO
pactBopa (pasmen «KonudecTBeHHOe
OMpeneNeHue»).

Remarks :

The Product confirms to ND/
IIpumeuanue: [Ipoaykr coorseTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IToarorosneno:Shivani Devi

Checked by /
IIpoBepeHo: Rama Kant

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogurens

Pavan Kumar Sharm%w/

Ir
Date /

Hara: 17.04.2024

Baitita s _
T "g'ﬁ““f'ﬂﬂ-nﬁfﬁ.._ =

w
Date /

JIaTa 17 04 2024

Date /
I[aTa 17.04.2024

= AUUUSS, Iglangana, indiz

Tei: +91 40 4JOO 2900 Fax: +91 40 4900 2999 Emall maii@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |id.
Formulation Unit-6

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

CEPTUOUKAT AHAJIU3A

Product: Muslaxin (Ibuprofen + Chlorzoxazone) film-coated tablets 400 mg + 500 mg
IMpoaykT: MycnakcuH (H6ynpogeﬂ+xnop301cca301{) TabJIETKH, MOKPBITHIC MIIeHO4YHOH 060s10ukoit, 400 Mr + 500 mr

Market / Ppinox Russia / Poceus

Batch No / V2400480 Batch Quantity / 747000 tab / 747000

Cepus Ne Pa3zmep cepuu Tab

Analytical Repovrt No/ 890001730862 Date of Analysis / 13.04.2024

AHajuTHYeCKHH oTyeT No JaTa anann3a

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

JdaTa npousBoacTBa I'oxen g0

Mfg. License No. / . o

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

JHneH3us Ne

Analysis performed according ND / Ananu3 nposegen o HJI: JIIT-Ne(001956)-(PI'-RU)-140323

Page3 of 8§/ Crp.3 u3 8

No Test / IlokazaTeib

Result / Pe3yabTaThl

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. /
OcHOBHEBIE NATHA Ha
XpomarorpamMmme HCITBITYEMOTO
pacTBOpa COOTBETCTBYET OCHOBHBIM
MsSTHAM  Ha  Xpomarorpammax
pacTBOpa CTaHIapTHOro 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 Ha XpPOMATOrpaMMe HCIIBITYEMOTO

pacTBopa JIOJDKHBI  COOTBETCTBOBATH
OCHOBHBIM TMATHAM HA XPOMaTOrpaMMax
pacTBopa  CTaHAApPTHOTO obpasua

ubyrnpodeHa U pacTBopa CTaHAAPTHOrO
obpasia XJI0p30Kca30oHa.

udbynpodena U pactBopa
CTaHJIapTHOTO obpasua
XJIOP30KCa30Ha.
3. | Water/ Boga 1.0% Not more than 4.0 % / He 6onee 4,0 %.

4. | Dissolution / PacTBopenne

4a. | Ibuprofen / U6ynpoden Unit-1/ Tabmn.-1 101 % Not less than 75 % (Q) of the labeled
Unit-2 / Ta61.-2 99 % amount of Ibuprofen is dissolved in
1 o
Unit-3 / Ta61.-3 99 o, 45 minutes. / He menee 75 % (Q) or
_ HOMMHAJILHOTO coaepKaHus
Unit-4 / Tabn.-4 99 % ubymnpocdeHa  pacTBoOpsieTcs yepes
Unit-5 / Ta6n.-5 100 % 45 MuH.
Unit-6 / Tabn.-6 100 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeuanue: IlponykT coorBeTcTBYET TpebopanusM HJI

Zaxmwoyenne: OJJOBPEHO

Prepared by /
IMoarorosnexo:Shivani Devi

Checked by /
IIporepeno: Rama Kant

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykoonurens

Pavan Kumar Shaﬁww
///

—
M9
Date /

Hara: 17.04.2024

Rpcictered Nffic

Bubl
Date /

% Ham% lgmwozﬁnni:rn Hille Hudergh

Date /
Harand 04,2024 nai

&

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

CIN: L85195AP1984PLCO04507
wwiv.drreddys.com




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |td.
Formulation Unit-6

Vill. Khof, Nalagarh Road, Baddj,
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
IIpoayxkT: MycnakcuH (u6ynpoq)eH+xnop30Kca30H) TabJIeTKH, IOKPBIThIE NIEHOYHOH 0605104Kk0i, 400 Mr + 500 mr

Market / Poinox Russia / Poccus

Batch No / V2400480 Batch Quantity / 747000 tab / 747000

Cepns Ne Paszmep cepun Tab

Analytical Report No/ 890001730862 Date of Analysis / 13.04.2024

AHaJgHTHYeCKHIH oTyeT No JlaTa anaan3a

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

| laTa npousBoacTBa T'ogen no

Mfg. License No. / . No

IpoussoacTBenHasn MNB/05/263 MA number: / JI-Ne(001956)-(PT -
Homep PY RU)

JuueH3us Ne

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

Page 4 of 8/ Crp. 4 u3 8
No Test / Ilokazareb Result / Pe3yabTaThl Specification / Hopma
4b. | Chlorzoxazone / Unit-1/ Tabmn.-1 89 % Not less than 75 % (Q) of the labeled
XOp30KCa3oH | Unit-2 / Ta61.-2 88 % amount of Chlorzoxazone is dissolved in
1 V)
Unit-3 / Ta6n.-3 85 % 45 minutes. / He menee 75 % (Q) or
' HOMMHAJIBHOTO coZIepXKaHus
Unit-4 / Taban.-4 86 % XJIOP30KCa30Ha  pacTBOpPAETCS  4epes
Unit-5 / Ta6n.-5 90 % 45 MuH.
Unit-6 / Tabn.-6 84 %
5. | Impurities / Ilpamecn
Ibuprofen impurity J / 0.03% Not more than 0.20 % /
ITpumecs J ubynpodena He 6onee 0,20 %
Ibuprofen impurity L / Not deteeted / He o0Hapyzkera Not more than 0.20 % /
INpumeck L ubynpodena He 6onee 0,20 %
Ibuprofen impurity M / Below LOD (LOD = 0.0058 %) / Not more than 0.20 % /
IIpumecs M ubynpodena Huske npenena ooHapy:keaus ([1O | He 6onee 0,20 %
= 0.0058%)
2-Amino-4-chloro phenol / | Below LOD (LOD = 0.0022 %)/ | Not more than 0.50 % /
2-amuHO-4-x70pdheHon Huzke npeaena odnapykeHns He 6onee 0,50 %
(TIO = 0.0022%)
Any unspecified impurity / | Below BDL (BDL= 0.05%) / Not more than 0.10 % /
Jio0oit HenaeHTUGULH- Huske nopora pervctpauuu (I1P = | He 6onee 0,10 %
POBaHHOU NpUMecH 0.05 %)

Remarks : The Product confirms to ND/
Ipumeuanue: [Tpoaykr cooTBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by /
IToarorosaeno:Shivani Devi

—

)

Checked by /
IIposepeno: Rama Kant

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens
Pavan Kumar Sl'_[arma

4

L=

Date/

Hara: 17.04.2024

Ro

cictored Nific
=

Gl

1 _L[aTﬁﬂllOAmZOlZ% anjara Hills Hydarg

by

>

Date /
IlammllfOAPZ“QZ Sk i

Tel. +91 40 4900 2900, Fax: +91 4C 4300 29599, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘f’:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

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

CEPTUDHUKAT AHAJIU3A

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

IpoaykT: MycakCHH (H6ynpo¢eﬂ+xnop301<ca30ﬂ) TaBNETKH, MOKPBITHIC IEHOUHOH 060noukol, 400 Mr + 500 mr

Market / Poinok Russia / Poccus

Batch No/ V2400480 Batch Quantity / 747000 tab / 747000

Cepust Ne Pa3zmep cepun Tab

Analytical Repovrt No/ 890001730862 Date of Analysis / 13.04.2024

AHajuTHYecKHif oTuer Ne Jarta ananuza

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

JaTa npon3BoaACTBa I'ogen no

Mfg. License No. / . .

IIpoussoacTBeHHAn MNB/05/263 MA mumber3 / : JII-Ne(001956)-(PT-
Homep PY RU)

JnneH3usa Ne

Analysis performed according ND / Anann3 nposeaen no HJI: JITI-Ne(001956)-(PI'-RU)-140323

Page 50of 8/ Crp.5 n3 8

No Test / Iloxa3aTesb Result / Pe3yapTaTnl Specification / Hopma
Total impurities / Cymma 0.0346% Not more than 2.5 % /
rpumeceii He 6onee 2,5 %
6. | Uniformity of dosage units / OnHOpOAHOCTD T103HPOBAHHBIX €AMHHUILL
6a. | Ibuprofen / UOynpoden 1.4 The Acceptance value (AV) should be
less than or equal to 15.0 / ITokasaTenn
npuemiieMocti (AV) nombkeH ObITH He
6onee 15,0.
6b. | Chlorzoxazone / 1.2 The Acceptance value (AV) should be
X0p30KCa30H less than or equal to 15.0 / [Nokazartens
npuemieMocTh (AV) nobkeH OBITH He
oonee 15,0.
7. | Microbial purity / Mukpo6unoJiornyeckasi YHCTOTA

Total aerobic microbial Less than 50 CFU/g /
count / O61ee 4uciao Meunee 50 KOE/r
a’3poOHBIX

MHKPOOPTaHHU3MOB

Total combined yeast and Less than 50 CFU/g/
moulds /O61ee uncio Memnee 50 KOE/r

JPOXOKEBBIX H IJIECHEBBIX
rpuboB

Escherichia Coli

Absentin 1 g/ OrcyrctByerB 1 T

Not more than 10° CFU/g /
He 6onee 103 KOE/r

Not more than 10> CFU/g /
He 6onee 10> KOE/r

Absentin 1 g/ OrcyrcTBue B 1 T

8. | Assay/KoandecTBeHHOE oONIpe/ie/ICHHE
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ilponykr coorsercTBYeT TpeboBanusM HJT 3axauenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IToarorossieno:Shivani Devi

M

[Ipoepeno: Rama Kant

Qo

Onobpeno: Menemkep / PykoBonuTtesns

Pavan Kumarttini

Date / Date / Date /
Hara: 17.04.2024 Qosistared Offic ,llag:@ 17.04.2024 Hata: 17.04.2024
e SR o ReRe-Ne S Sarara i i Hydeean=50003%; Temngana, man

Tel: f—91 40 4900 2500, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Product: Muslaxin (Ibuprofen + Chlorzoxazone) film-coated tablets 400 mg + 500 mg
IHpoayxT: MycllakcHH (H6ynp0(beﬂ+xnop301<ca30H) TabAETKH, MOKPLITLIE MIeHOUHOH a6osoukol, 400 mr + 500 mr

Market / Ppinok Russia / Poccust

Batch No/ V2400480 Batch Quantity / 747000 tab / 747000

Cepust Ne Pa3mep cepun Tab

Analytical Repovrt No/ 890001730862 Date of Analysis / 13.04.2024

AHajmTHYecKHH oTueT No JlaTa anaansa

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

Jara npou3BoacTBa T'omen no

Mfg. License No. / . o

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

JuneH3ns Ne

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

Page 6 of 8 / Crp. 6 u3 8
No Test / Ilokazaresb Result / PesyabTaThl Specification / Hopma
Ibuprofen / U6ynpoden 101.3 % 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 HOMHHAJIBHOTO COJEp)KAHUSA
nbynpodeHa.
Chlorzoxazone / 100.2 % Not less than 95.0 % and not more than
Xnop3oxcazoH 105.0% of the labeled amount of
Chlorzoxazone / He menee 95,0 % u He
6onee 105,0% OT HOMMHAJIBLHOIO
CoJiepIKaHMs XJIOP30KCa30Ha.
9. Packaging / Onucanue 10 tablets in a PVC/aluminum foil blister. 3 blisters and a patient information
YHAKOBKH leaflet in a carton. / ITo 10 TabieTok B KOHTYPHYIO STUEHKOBYIO YNMAKOBKY H3
rwienku [IBX/anromunueBoit ¢oneru. 1o 3 KoHTYypHBIE I4EHKOBLIE YIIaKOBKH
BMECTE C IMCTKOM-BKJIabIIIEM NTOMEIAIOT B Na4Ky U3 KapTOHA.

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3aknouenne: OJJOBPEHO

Prepared by /
[Moarorosneno:Shivani Devi

Checked by /
ITpoeepeno: Rama Kant

il

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoaurens

Pavan Kumar m

Sr
Date /

Jara: 17.04.2024

Rpooictared Offic

Date /
“rH-aT;.i’T’l ZAQ§*2024‘“""ﬂ Hills_ !—".’:r!nr

Date /
!_E.a,Tan'nll.QA.ZD{:Zﬁk s

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drraddys.com

CIN: L85155AP1984PLC0O04507
wwwdireddys.curn




Dr. Reddy's Laboratories Ltd.
‘... Formulation Unit-6
/ ® Vill. Khol, Nalagarh Road, Baddi
Dr" Reddy S L4 Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIN3A

Product: Muslaxin (Ibuprofen + Chlorzoxazone) film-coated tablets 400 mg + 500 mg
IpoayxT: MycakcuH (M6ynpo¢)eﬂ+mop30Kca30H) TabNETKM, TOKPHIThIE MIIEHO4YHOH 060n04koi, 400 Mr + 500 mr

Market / Poinok :  Russia / Poccus

Batch No / . V2400480 Batch Quantity / ; 747000 tab / 747000

Cepus No Pa3smep cepun Tab

Analytical Repourt No/ . 890001730862 Date of Analysis / . 13.04.2024

Apamarnyecknii oTyer Ne JlaTa ana;u3a

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

Jata npou3BoacTBa TI'ogeH po

Mfg. License No. / . .

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

JHIen3Hs Ne

Analysis performed according ND / Ananun3 nposeaen mo HJI: JIII-Ne(001956)-(PI'-RU)-140323
Page 70of 8§/ Ctp. 7 u3 8

API name (INN) /
Hanvenosarue ADC (MHH): Ibuprofen / U6ynpoden Chlorzoxazone / X10p30kca3oH
API manufacturer batch number / PBDB230095 2022CB0091, 2023CB0084

Homep cepuu npoussoaures ADPC:

FP Manufacturer API Batch number /
Homep cepnu cybcTanunn FEQA00327 FERA00007, FERA00008

npouspoautess I'JID:

Solara Active Pharma Sciences

API Manufactured by & country / Limited, India / Conapa OxTuB Auro Laboratories Limited, India /
IMpouseopurens APC, crpana: ®dapma CatieHcus Jlumuren, Aypo Jlaboparopuec Jita, Unnus
WHnus
1;;“1:;33; l;flslziill‘;:li(t):llzét;?:tlrljlosif?: / Dr. Reddy's Laborator%es Ltd., India, Formulation Uni'§—6, Yill. Khol,
Release site / Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

Hanmenonaﬂne, aapec, JIMIEH3us AJIs

IpousBoncTEeNAAN ILIOWANKS / II-p Pennu’c JlaGoparopuc JIta., Muaus, [IpoussoacTeeHHOE

noapasaenenue-6, Bui. Kxons, Hanarapx Poya, bamuu, Jluctpuxkr

ILnomajka KOHTPOIIN KavecTsa / Conan, X.I1., 173205, Huaausa (mauensus Homep MNB/05/263)
ILnomanka BBIMIYCKA

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

IIpumeuanne: [lponyxr cooTsercTBYET TpeboBanusam HJI 3akarouenne: OJJOBPEHO

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

[Toarorosieno:Shivani Devi [TpoBepeno: Rama Kant Ono6peHo: Menemxkep / Pykosoaurens
» )/ W Pavan Kumar ZSE:l’na/

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

Vill. Khol, Nalagarh Road, Baddi,
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Dr.Reddy’s Q":O'

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product: Muslaxin (Ibuprofen + Chlorzoxazone) film-coated tablets 400 mg + 500 mg
| Hpomyxx: Mycnakcut (MGynpodeH+XII0p30KCa30H) TabeTKH, NOKPBITbIE IIEHO4HOH 060/104K0#, 400 Mr + 500 mr

Market / Poinok Russia / Poccus

Batch No/ V2400480 Batch Quantity / 747000 tab / 747000

Cepus N2 Pa3mep cepun Tab

Analytical Repo“rt No/ 890001730862 Date of Analysis / 13.04.2024

AnajqurHyeckuii oryer Ne JaTta ananusa

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

JlaTa npousBoacTBa I'ogen go

Mfg. License No. / . o

IpoussoacTBeHHast MNB/05/263 MA numbe: J JII-Ne(001956)-(PT -
Homep PY RU)

JHUIeH3Hus Ne

Analysis performed according ND / Anain3 nposeaen no HJI: JIII-Ne(001956)-(PT-RU)-140323
Page 8 of 8/ Crp. 8 u3 8

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».

3aKm0YeHHe 0 COOTBeTCTBHH: «HacTosumm g MoATBep)KAato, 4TO NpHUBEIEHHas Bblllie MHYOPMALMs SBJIAETCS
JIOCTOBEPHO# M TOUHOM. DTa cepus IPOLYKLMHK Pou3BeieHa (BKIII0Yas yakoBKy (MapKHPOBKY) M KOHTPOJIb KauecTBa)
Ha BBILIEYKA3aHHOW MPOM3BOACTBEHHOMW IUIOWIAAKe (IUIOIAaKaX) B MIOJTHOM COOTBETCTBHH ¢ TpeboBanuamu [Ipasun
HaJeXKalleil IPOM3BOACTBEHHOM NpakTUKK EBpasuiickoro skoHoMuueckoro cooza (Ne GMP/EAEU/RU/00554-2022
ot 02 centsa6ps 2022) u TpeGOBaHUAMM KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPEJICTB, a TAakKe B COOTBETCTBUMH CO
creldpUKAIMAMH, COASPXKALIMMUCA B PETHCTPALMOHHOM JAOChE CTPaHbI-UMIOpPTEpa. 3alucy MO NPOU3BOACTBY,
yINaKOBKE M aHANM3y IIPOBEPEHbl, M YCTAHOBIEHO HX COOTBeTcTBHe Tpebopanusam Ilpapun Hamexaei
MPON3BOACTBEHHON NPaKTHKH EBpa3sHiCKOro 3KOHOMUYECKOTO COO3ay.

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT COOTBETCTBYET Tpeboranuam HJ

Prepared by /
IMonrorosneno:Shivani Devi

Checked by /
[Tposepeno: Rama Kant

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosogutens

Pavan Kumar Shﬁﬂ

—
/> ]
Date/

Jlata: 17.04.2024

ufed
Date /

Hata: 17.04.2024

Date/
Jara: 17.04.2024
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