Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-56

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

b
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wivwwt clrredodys com

Product : Skorolox (Loxoprofen) tablets 60 mg
IpoaykT: Cxoponokc (Jlokconpoden) Tabnetkun, 60 mr

Market / PuiHok Russia / Poccns

Batch No/ Batch Quantity / 2,60,000 tab /

Cepusa Ne V2500777 Pa3zmep cepHH 2,60,000 Tab

Analytical Repourt No/ 040002925021 Date of Analysis / 14.05.2025

AnanuTHdyeckHi oTuer Ne JlaTa aHann3a

Date of Manufacture / 04/2025 Date of Expiry / 03/2027

Jara npousBoacTBa Tonen 1o

Mfg. License No. / MA ber: /

IIpousBoacTBeHHAas : MNB/05/263 u P :  JII-Ne(006440)-(PT"-RU)
omep PY

JHueH3nus Ne

_Analysis performed according ND / Ananns nposenen o HJI: JITT-Ne(006440)-(PT™-RU)-261124

Page1 of 6/ Crp.1 136

Ne | Test/IlokazaTenn Result / Pesyabrarsl

Specification / Hopma

Round white tablets scored on
one side and plain on the other
side. / Kpyrnbie Tabnerku 6enoro
LBETA, C PUCKOM Ha OHOM
CTOpOHE H TIaJIKHe C Ipyroi
CTOPOHBI.

1 Appearance / Onucanune

Round white to off-white tablets scored
on one side and plain on the other side. /
Kpyrbie Tabnaetkn oT 6€10ro a0 nouTH
fenoro 1mBera, C PUCKOM Ha OJHOHU
CTOpOHE U IMaikKe C APYFroi CTOPOHHI.

2 Identification / Upentudukanns

2a | HPLC/B3XXX The retention time of loxoprofen | The retention time of loxoprofen peak in
peak in the test solution |the test solution chromatogram shall
chromatogram corresponds to that | correspond to that in the standard solution
in the standard  solution |chromatogram (Assay test). / Bpems
chromatogram. / Bpems | ynep:kuBaHus MHKa JIOKConpodeHa Ha
yIEPKUBAHHSA NHMKa | XpOMaTOrpaMMme HCIBITYEMOTO pacTBopa
nokcornpodeHa Ha | AOJDKHO  COOTBETCTBOBATH  BPEMEHH
XpOMAaTOrpaMMe  KCUBITYEMOTrO |yAepXKUBaHHUS MHMKA Ha XpOMaTOrpamme
pacTBOpa COOTBETCTBYET BPEMEHH | CTAaHAApPTHOrO  pacTBopa  (MCIIbITaHWE
yaepKUBAHHUS nuKa Ha | «KoauuecTBEHHOE ONPENeICHHE).
XpomarorpaMme  CTaHAAPTHOIO
pacTBopa.

2b | UV spectrophotometry | UV absorption maximum of the | UV absorption maximum of the main

HPLC/DAD /| main peak in the test solution | peak in the test solution chromatogram

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYyeT Tpebosanuam HJI

Conclusion : APPROVED /
3akmwuenue: OJJOBPEHO

Prepared by / [oaroToBsicHo: Checked by / Approved by: Manager/Exooutive /
Ramakant IMpoeepeHo: Pardeep Ono6peno: Menemxkep / PykoBonurenb
U-(T Kumar Amit Kumar L
O~ =t N
Date / Date / Date /
Hara: 14.05.2025 Iata: 14.05.2025 Hara: 14.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hitls, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




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

@
Dr.Red dY’S ‘.0. Vill, Khol, Nalagarh Road, Baddi,

istt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 0 7" o7
CEPTHDUKAT AHAJIM3A i driaddvienn
Product : Skorolox (Loxoprofen) tablets 60 mg

Hpoaykr: Croponoke {ﬂt‘!l(COHpOd)CH} tabnetky, 60 mr o

' Market / Prinoxk . Russia/ Poccus

Batch No/ . Batch Quantity / _2,60,000 tab /

Cepusa Ne - V2500777 Pa3mep cepun ©2,60,000 Tab

Analytical Repourt No/ - 040002925021 Date of Analysis / . 14.05.2025

AnajinTHYecKHi oTyeT No JlaTa aHaJH3a

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

Jara npon3BojacTea T'ogen xo

Mfg. License No. / MA ey

Ipon3BoACTBeHHAsS : MNB/05/263 = e : JII-Ne(006440)-(PT-RU)
omep PY

JHneH3us Ne

Analysis performed according ND / Anaju3 npoBeaen no HJ: JII-Ne(006440)-(PT'-RU)-261124
Page2 of 6 / Ctp. 2 u3 6

Y @-cnexmpogomomempus chromatogram corresponds to that | shall correspond to that in the standard
BOXX/ JIMI in the standard  solution | solution chromatogram./
chromatogram. / Maxcuamym MaxkcumyM mornoleHus Y®-chnekTpa
MOTJIOLLEHHUS Y ®-cnexrpa
OCHOBHOTO TNHMKa Ha XpomaTorpaMme
OCHOBHOTO MHKa Ha
UCIIBITYEMOTO pacTeopa JIOJDKEH
XpoMmarorpaMMe  UCIBITYEMOIo
COOTBETCTBOBATH MaKCUMYMY
pacTBopa COOTBETCTBYET
noryiouieHuss Y®-cnekTpa OCHOBHOIO
MAaKCHMYyMy morfoiieHus Yd-
NKYKa Ha XpOMAaTOrpaMMe CTaHAApTHOIro
CMEeKTpa OCHOBHOTO TIMKa Ha
pacTeopa.
XpoMarorpaMme  CTaHAAapTHOrO
pacrTBopa.
3 Water / Bona 5.6%/5.6% Not more than 8.0 % / He 6onee 8,0 %
4 Dissolution / Pacteopenne Lnit-1 / Tafn -1 100 % Not less than 75 % () of Toxaprnfen
Unii2 / Ta6n.2 106 % sodium in 30 min. /
]
Unit3 / Tabn3 999 He wmenee 75 % (Q) noxcompodeHa
Hatpus yepe3 30 MuH.
Unit-4 / Tabn.-4 98 %
Unit-5 / Tabn.-5 101 %
Unit-6 / Ta6n.-6 99 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt coorBeTcTRYeT TpebosaHusm H/J Zaknwuyenne: OJOBPEHO
Prepared by / TloarororneHo: Checked by / Approved by: Manager/Exccutive /
Ramakant IposepeHo: Pardeep Onobpeno: Menemxep / PykoBoauresb
wﬂ‘ Kumar QJ,/— Amit Kumar m -
Date / Date / Date /
Hara: 14.05.2025 Jara: 14.05.2025 Hara: 14.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 400 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

Vill. Khol, Nafagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 29166 56001-02
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Dr.Reddy’s €3¢
CERTIFICATE OF ANALYSIS
CEPTHU®HKAT AHAJIU3A

Product : Skorolox (Loxoprofen) tablets 60 mg

HpoaykT: Croposokc (Jlokconpoden) Tabnetku, 60 mr

Market / PoiHok . Russia / Poccns

Batch No/ . Batch Quantity / 2,60,000 tab /

Cepua Ne iy Pa3mep cepun 2,60,000 Tab

Analytical Repovrt No/ . 040002925021 Date of Analysis / 14.05.2025

AHaJIHTHYeCKHIi oTyeT No Jara ananamu3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JlaTa nponsBoacTBa T'onen no

Mfg. License No. / MA ber: /

IIponsBoaCTBeHHAs : MNB/05/263 H s :  JII-Ne(006440)-(PT-RU)
omep PY

anugeH3na Ne

Analysis performed according ND / Anasu3 nposeaed no HJ/I: JITI-Ne(006440)-(PI'-RU)-261124

Page30of 6/ Ctp.3 u3 6

5 | Impurities / Ilpumecn

Oxohexanoic acid impurity /
[Tpumecs OKCorekcaHoBasi
KHCNoTa

Any individual impurity /

Below LOQ (LOQ = 0.0502 %) /
Huxe npenena konu4ecTBEHHOTO
onpexaenenus (ITKO = 0.0502%)

Below LOQ (LOQ = 0.0492 %) /
Hixke npeacia KOJIUYECTBCHHOTI'O

Not more than 0.20 %; / He 6oinee
0,20 %;

Not more than 0.20 %; / He 6onee

Enunu4Has npuMech 0,20 %j;

onpenenenus ([IKO = 0.0492%)
Below LOQ / Huxe npenena

Total impurities / Cymma
KOJIMMECTBEHHOTO OMpEeNeHUs

N Not more than 2.0 %. / He 6onee 2,0 %.
npumeceit

According to the requirements.

The Acceptance Value (AV) should be
leas than or equal to 15.0. /

B cooTBeTCTBHM ¢ TPEOOBAHUAMM.
ITokazatenp  MPUEMIIEMOCTH (AV)
JoJDKeH OBITh He 6omee 15,0.

6 Uniformi_ty of dosage units /
OaHopoaHocTh CMHHIT 39
JAO3UPOBAHUSA -

7 | Microbiological purity / Makpo6uooravueckas 4HCTOTa

Less than 10 CFU/g. /
Menee 10 KOE/T.

Not more than 10* CFU/g. /

a) Total Aerobic Microbial
He 6onee 10° KOE/r.

Count / O6mee uwmcio
a3pOOHBIX MUKPOOPraHH3MOB

b) Total Combined Yeast and
moulds count / Ob1iee uncio

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykt coorBeTcTBYET TpeOoBaHUsIM H/J

Less than 10 CFU/g. / Not more than 10> CFU/g. /

Conclusion : APPROVED /
3akarouenne: OJfOBPEHO

Prepared by / IToarorosieHo: Checked by / Approved by: Manager/Executive /
Ramakant IIposepeHo: Pardeep Onobpeno: Menemxep / PykoBogurens
T Kumar , Amit Kumar
JAL . L
@ﬁ\/ < N~
Date / Date / Date / '
Hata: 14.05.2025 Jarta: 14.05.2025 Jara: 14.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000324, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-56

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

CEPTHDUKAT AHAJIM3A

Tel : +51 88166 56001-02

Wwiana drreedove com

Product : Skorolox (Loxoprofen) tablets 60 mg
Ipoayxr: Croponokce (Jlokconpoden) tabnetku, 60 mr

Market / Poinok . Russia/ Poccus

Batch No/ . Batch Quantity / 2,60,000 tab /

Cepus Ne 2 W Pazmep cepun 2,60,000 Tab

Analytical Repovrt No/ . 040002925021 Date of Analysis / 14.05.2025

AnanuTHYecKHii oTueT No Jara anannza

Date of Manufacture / 04/2025 Date of Expiry / . 03/2027

Jara npon3BoacTBa T'oxen o

Mfg. License No. / MA ber: /

IponsBoacTBeHHAS : MNB/05/263 N L : JITI-Ne(006440)-(PT-RU)
omep PY

Junensus Ne

Analysis performed according ND / Ananu3 nposeaen o HJI: JII-Ne(006440)-(PT-RU)-261124

Paged4 of 6/ CTp. 4u3 6

JPOJOKEBBIX M IUIECHEBBIX
rpuboB

Menee 10 KOE/T.

He 6omnee 10?2 KOE/T.

¢) Escherichia Coli

Absentinl g./
OtcyterByer B 1 T

Shall be absentin 1 g. /
OrcyrcTBue B 1 1.

8 Assay / KoanuecTBeHHOE
onpeaesieHHE

101.6%/101.6 %.

90.0% to 110.0% of loxoprofen
sodium label claim. / Ot 90,0 % 1o
110,0 % OT HOMHHAJILHOTO
coziepkaHusl JIOKconpogeHa HaTpHs.

9 Package appearance /
Onucanue ynaKkoBKH

10 tablets in a (OPA/AI/PVC) foil
/aluminum foil blister.

1 blister is placed in each carton
together with the package insert. /
ITo 10 Tabnerok B OnucTep U3
(OITA/AJITIBX)
donpru/anoMuHueBoH (HONBrH.
[To 1 6aucTepy BMECTE C TNCTKOM-
BKJIAJIBIIIEM [OMELIAIOT B MaukKy
M3 KapTOHA.

10 tablets in a (OPA/AI/PVC) foil
/aluminum foil blister.

1 blister is placed in each carton together
with the package insert. /

[lo 10 Tabmetox B Onucrep U3
(OIIA/AJI/IIBX) ¢onbru/antoMMHUEBOR
¢donbru.

Ilo 1 OGnucrepy BMeCTe ¢ JIMCTKOM-
BKJIAJIBIIIEM IIOMELIAIOT B IauKy U3
KapTOHa.

API name (INN) / Haumenosanue A®C (MHH):

Loxoprofen / JlokconpodeH

' API manufacturer batch number /

LSD-P/25003

Homep cepun nponssoautens APC:

Remarks : The Product confirms to ND/

IIpumeuyanue: [Iponykt coorercTBYET TpeboBaHusm HJI

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by / IloarotosneHo: Checked by / Approved by: Manager/Executive /
Ramakant Ipoeepeno: Pardeep Onobpeto: Menemxep / PykoBoautens
Kumar Amit Kumar L
pd S| e /\/
= il { —
Date / Date / Date / '
Jata: 14.05.2025 Jata: 14.05.2025 Jara: 14.05.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




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

@
Dr. Reddy’s ‘;. Vill. khol, Nalagarh Road, Baddi,

istt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS ot 30ien AP, 175 2
el : +51 88166 56001-02

CEPTUDOUKAT AHAJIM3A e deraddus oo

Product : Skorolox (Loxoprofen) tablets 60 mg
IpoaykT: Croponoxe (Jlokconpoten) Tabnerkn, 60 mr

Market / Poinok

: Russia/ Poccus

Batch No/ . Batch Quantity / ~2,60,000 tab /
Cepus Ne - V2300777 Pa3zmep cepun "~ 2,60,000 Tab
Analytical Repovrt No/ - 040002925021 Date of Analysis / . 14.05.2025
AnagnTHyecknii oTuer Ne Jata anajan3za
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027
| JlaTa npoH3BOACTBA T'onex no
Mfg. License No. / MA ber: /
Ilpon3BoICTBeHHASs : MNB/05/263 H numoer: : JII-Ne(006440)-(PT-RU)
omep PY
JIHneH3Hs Ne

Analysis performed according ND / Anaym3 nposeaex no H/I: JII-Ne(006440)-(PT-RU)-261124

PageSof 6/ Cxp.5u36

FP Manufacturer API Batch number / FESA00119
Homep cepnu cyocTanuun npouzpogutens I'JIdD:
API Manufactured by & country / Metrochem API Private Limited, India /
IIpoussoautens APC, crpana: Mertpokem AIIU Tlpaiieet Jlumuren, Unans

Dr. Reddy's Laboratories 1.td., India, Formulation Unit-6,
Name, address, authorization No for FP Vill. Khol, Nalagarh Road, Baddi, Distt. Solan H.P. 173205,

l manufacturing site / Control site / Release site / India (license No MNB/05/263)) /
HaunmeHoBaHHe, agpec, JTHIEH3HS I I-p Pennu’c Jlaboparopuc JIta., Unans,
IIpouszBoacTBennas miomajaka / Ilnomaaka [TpousBoacteHHoe noapasaenenue-6, Bt Kxons,
KOHTpoJiA kKadecTBa / Ilnomanka BeImycKka Hanarapx Poyn, banam, Jucrpuxr Conan, X.I1., 173205,
Unpus (munensus 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 [ull
compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt. 23 July
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».

3akaouenne 0 coorBercTBHM: «HacTosuwuM s mMoATBepXkIalo, 4TO MPUBEACHHAs BbIlle MHPOpMaLHs ABJSAETCA
JIOCTOBEPHOM U TOYHOM. DTa Ceprs NPOAYKLIMH NPou3Be/IeHa (BKIF0Yas yIakoBKy (MapKHpOBKY) H KOHTPOJIb KaueCTBa)
HA BBIIIEYKA3aHHOW MPOM3BOACTBEHHOM IUIoIaake (IolaKax) B MOJHOM COOTBETCTBUM ¢ Tpebopanusamu [Ipasun
HazJexallei Mporu3BOACTBEHHOM npakTHku EBpasuiickoro skoHoMuueckoro cowsa (Ne GMP/EAEU/RU/00554-2022
ot 23 wuronsg 2022) U TpeOOBaHHAMH KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPEACTB, a TakoKe B COOTBETCTBHM CO

RemarKks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [Ipoaykr coorBercTByeT Tpeboranusm HJI 3akmwouenue: OJJOBPEHO
Prepared by / [loarorosiieHo: Checked by / Approved by: Manager/Executive /
Ramakant ITpoeepeno: Pardeep Opnobpeno: Menemxep / Pykosonurens
W Kumar Amit Kumar
’ 7 L
& = -
\ = = j\ —
Date / Date / Date / i
Hara: 14.05.2025 Hara: 14.05.2025 Hara: 14.05.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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

CEPTHOUKAT AHAJIM3A

Te!l : +91 98165 56001-02

nar Arrascive com

Product : Skorolox (Loxoprofen) tablets 60 mg
IIpoaykT: Croponoxc (Jlokconpoden) Tabnetku, 60 Mr

Market / Poivok : Russia/ Poccus

Batch No/ Batch Quantity / 2,60,000 tab /

Cepus Ne e 207 Pa3mep cepun 2,60,000 Tab

Analytical Repovrt No/ 040002925021 Date of Analysis / 14.05.2025
AnannTHueckuii otuetr Ne JaTa ananuza

Date of Manufacture / . 04/2025 Date of Expiry / 03/2027

JlaTa npon3BoacTea T'onen no

Mfg. License No. / MA ber: /

Ilpou3BocTBeHHAs . MNB/05/263 HOM'e‘;'I‘,‘yer' : JITI-Ne(006440)-(PT-RU)

JuneHsus Ne

Analysis performed according ND / Ananus nposenen mo HJ/L: JIII-Ne(006440)-(PT-RU)-261124

Page 6 of 6/ C1p. 6 u3 6

CI'ICLI]/I(:I)I/IKa]_lI/IﬂMI/I, coepKallUMHUCA B PETHCTPALIHOHHOM JOOCBE CTpPaHBI-UMIIOpTEpA. 3anucH 1o TIPOU3BOACTBY,

YIIaKOBKE W aHAjJU3y IMPOBEPEHSI,

H YCTAHOBJIEHO WX COOTBETCTBHE Tpe6OBaHl/lﬂM HpaBpm HagexKalleu

MPOU3BOJCTBEHHOH MMPakTHKHU EBpa3uiCcKOro 3KOHOMHUYECKOIO COKO3a».

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoxykT cooTBercTByeT Tpeboranmsam HJJ

Conclusion : APPROVED /
3axawuenue: OJOBPEHO

Piepared Ly / TTou vivsieHu. Cliecked by / Approved by, Maunager/Execulive /
Ramakant ITposepeno: Pardeep Ono6peno: Menemxkep / PykoBonurens
W_ Kumar Amit Kumar =
Qj—:’ /\//
Date / Date / Date / '
Jara: 14.05.2025 Jara: 14.05.2025 Jara: 14.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, india
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




