Dr.Red dy’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

Tel : +91 93166 56001-02

Product : Skorolox (Loxoprofen) tablets 60 mg
IIponpyxr: Cxoponokc (Jlokconpoden) Tabaerku, 60 Mr

WWW.Grreauys.cori

 Market / PeiHoK

: Russia / Poccus

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

Cepus Ne MELOg Pazmep cepuu 2,60,000 Tab

Analytical Repovrt No/ 04000290981 1 Date of Analysis / 30.04.2025

AnanuTndeckuii oTyeT Ne JlaTa ananusa

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

Jara npousBoacTea I'ogen oo

Mfg. License No. / MA ber: /

IlpoH3BoACTBEHHAS : MNB/05/263 N ampnacl : JITI-Ne(006440)-(PT-RU)
omep PY

JHmeH3Hs1 Ne

Analysis performed according ND / Anaju3 npoBeeH 1mo H_g:_JHI—N9(006440)-(PI“-RU)-261124

Pagel1 of 6/ Ctp.1u36

Ne | Test/IToxazaTenn

1 Appearance / Onncanue

Result / PesynabTaThl

Specification / Hopma

Round white tablets scored on
one side and plain on the other
side. / Kpyrnble Tabnerku 6esoro
LIBETa, C PUCKOI Ha ONHOH
CTOpPOHE U I'ajikue ¢ APYroH
CTOPOHBI.

Round white to off-white tablets scored
on one side and plain on the other side. /
Kpyriele TabyieTku ot 6enoro 1o novty
Gerdoro uBera, C pUCKOH Ha OJHOM
CTOPOHE H INajIKKe ¢ APYroit CTOPOHBI.

2 | Identification / UnenTndpukanus

2a | HPLC /BOXX 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 | ynepkuBaHHs IHKa JIOKconpodeHa Ha
YAEPKUBAHUS nMKa | XpoMaTorpamMme MCIBITYEMOro pacTBopa
sokconpodena HA | DOMDKHO  COOTBETCTBOBATH  BPEMEHH
XpoMaTorpaMMe  HCIBITYEMOro | yACp)KUBaHUS MHKa Ha XpoMaTorpamme
pacTBOpa COOTBETCTBYET BpEMEHH | CTAaHNApPTHOTO  pacTBopa  (MCHBITaHHE
yaep>KUBaHHs nHKa Ha | «KonuuecTBeHHOE OMpEneIEHUEY).
XpOMaTorpaMme  CTaHAApTHOIO
pacTBopa.

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

HPILC/DAD /| main peak in the fest solution | peak in the test solution chromatogram

Remarks : The Product confirms to ND/
Ipumeyanue: [IpoaykT cooTBeTCTBYET Tpeboranusm H/J

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Prepared by / Suman Kumar

IloarortorieHo: /

Gz

L]

Checked by /
IIpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosoautens Pavan
Kumar Sharma :

Date/
Hata: 30.04.2025

Date /

Jata: 30.04.2025

Date /
Jara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +S1 40 4300 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Jel ; +91 93166 56001-02

Product : Skorolox (Loxoprofen) tablets 60 mg
IpoaykT: Cxoposoke (Hoxconpod)eﬂ) tabnetku, 60 mMr

www.drreddys.com

Market / Poinok

© Russia / Poccus

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

Cepus Ne i MESE0gn Pasmep cepun 2,60,000 Tab

Analytical Report No/ . 040002909811 Date of Analysis / 30.04.2025

AHanaTHYecKHif oTueT No JlaTa ananusa

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

Jlata npon3BoacTBa T'onen mo

Mfg. License No. / MA ber: /

IlpousBoacTBeHHAs : MNB/05/263 N e & : JITI-Ne(006440)-(PT-RU)
omep PY

Junensus Ne —

Analysis performed according ND / Anaiu3 nposenen no HJI: .I_[[I-Ne(006440)-(PF-RU)-261124

Page2of 6/ Ctp.2 u3 6

Y@-cnexmpogpomomempus
BO)XX/ IMIT

chromatogram corresponds to that

in  the standard  solution
chromatogram. / Makcumym
MOrJIOLICHU Y®-cnekTtpa
OCHOBHOTO IHKa Ha
XpOMaTorpaMme  MCIHBITYEMOTO
pacTBopa COOTBETCTBYET

MakCUMyMy morjiouieHus YO®-
CIIEKTpa OCHOBHOTO IIHKa Ha

shall correspond to that in the standard
solution chromatogram. /

Maxkcumym noryioweHus Y ®-crekTpa
OCHOBHOTO TNHKa Ha XpOMaTorpaMme
HCIIBITYEMOT0  pacTBopa JOJDKEH
COOTBETCTBOBATh MaKCUMYMY
nornoleHust Y ®-criekTpa OCHOBHOTO
NKKa Ha XpoMaTrorpaMMe CTaHIapTHOro
pacTBopa.

XpoMaTrorpamMme  CTaHJapTHOrO

pacTBopa.
3 Water / Boaa 43%/4.3% Not more than 8.0 % / He 6onee 8,0 %
4 | Dissolution / PacTBopenne Unit-1 / Tabn.-1 98 % Not less than 75 % (Q) of loxoprofen

Unit2 / Tabn.2 91 % sodium in 30 min. /

4]
Unit3 / Tabn.3 98 % He menee 75 % (Q) nokconpodena
Hatpus yepe3 30 MUH.

Unit-4 / Tabn.-4 98 %

Unit-5 / Ta6bn.-5 97 %

Unit-6 / Tabn.-6 100 %

Remarks :

The Product confirms to ND/

IIpumeuanne: IIponykr coorBeTcTBYeT TpeboBanusiM HJ

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

Prepared by / Suman Kumar

TToarororneHo: 5

Checked by /

ITpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pymﬂo,mrreﬂb Pavan
Kumar Sharma S

Date /
Hara: 30.04.2025

Date /

Jara: 30.04.2025

Date /
JHara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr. Reddy’s ":‘

Dr. Reddy's Laboraiories Ltd.

Formulation Unit-6
yill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Disit. Solan, H.P.,, 173 205, INDIA

- CEPTHOHUKAT AHAJIM3A  T8!:+6193166 5600482

Product : Skorolox (Loxoprofen) tablets 60 mg R HEE T

IIpoayxT: Ckoposiokc (Hoxconpod)eﬂ) tabnerku, 60 mr

Market / PoiHok . Russia/ Pocena

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

Cepusa Ne WIS QOIS Pa3zmep cepun 2,60,000 Tab

Analytical Repourt No/ . 040002909811 Date of Analysis / . 30.04.2025

AnajuTHYecKHi oT4eT No JlaTa ananusa

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

Jlata npon3BoacTea T'oxen go

Mfg. License No. / MA ber: /

IlponseoacTBeHHast : MNB/05/263 HOM::“I;yer' : JITI-Ne(006440)-(PI'-RU)

Junensya Ne P -

Analysis performed according ND / Asasu3 nposenen o HJI: JITI-Ne(006440)-(PI'-RU)-261124

Page3 of 6/ Ctp.3 n3 6

Impurities / Ilpumecu

Oxohexanoic acid impurity /

ITpumech OKCOreKcaHoBas
KHCI0Ta
Any individual impurity /

EavavyHas NpUMECH

Total impurities / Cymma

Below LOD (LOD = 0.0165%) /

Huxe npenena obHapyxenus (I10 =

0.0165 %)

Below LOQ (LOQ = 0.05 %) / Huxe

npejena KoJIWUeCTBEHHOro
onpenenenns (ITKO = 0.05%)

Below LOQ / Hixe npeaena
KOJIMYECTBEHHOTO ONpeAeNeHus

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

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

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

npuMecein

6 | Uniformity of dosage units /
OnaHopoaHocTh €THHHI
JAO3HPOBAHHUS

5.6

According to the requirements.

less than or equal to 15.0./

B cooTBetcTBHU C TpeOOBaHUAMH.
ITokazaTens  NPHEMIIEMOCTH
JOJKeH ObITh He Oonee 15,0.

The Acceptance Value (AV) should be

(AV)

7 | Microbiological purity / Muxpo6HoJiorHYecKast YHCTOTA

a) Total Aerobic Microbial
Count / O6mee uyucio
a’3poOHBIX MHKPOOPraHU3MOB

Less than 10 CFU/g. /

Mewnee 10 KOE/T.

Not more than 10* CFU/g. /
He 6onee 10° KOE/T.

b) Total Combined Yeast and
moulds count / Obuiee yncino

Less than 10 CFU/g. /

Not more than 102 CFU/g. /

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipoxykr cootBercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Suman Kumar

TloarorosneHo: /

G2

Checked by /
[Iporepeno: Pawan Kumar

X

Approved by: Manager/Executive /

Onobpeno: Menemwxkep / Pykosoautess Pavan

Kumar Sharma £
?',';'//—

-1

Date /
JHara: 30.04.2025

Date /
Hara: 30.04.2025

Date /
Hara: 30.04.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: 421 40 4900 2900, Fax: +91 46 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLCO04507

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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

Product : Skorolox (Loxoprofen) tablets 60 mg
IIpoayxT: CrOpoJIOKC (HoxconpO(beH) tabnetku, 60 Mr

www.dfredays.com

Market / PbIHOK

- Russia / Poccus

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

Cepus No N200iS Pa3mep cepun 2,60,000 Tab

Analytical Repovrt No/ . 040002909811 Date of Analysis / 30.04.2025
AnajgutHyeckHnii orueT Ne Jata anann3a

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

JaTta npou3BoacTea T'ogen qo

Mfg. License No. / MA ber: /

TIpousBoACTBEHHASK : MNB/05/263 HOM:;‘;,‘yer' :  JITI-Ne(006440)-(PT-RU)

Juuensus Ne

Analysis performed according ND / Anaan3 nposenes no H/I: JITI-Ne(006440)-(PT'-RU)-261124

Page 4 of 6/ CTp. 4 w3 6

JOPOMOKEBBIX W TUIECHEBBIX
rpuboB

Menee 10 KOE/r.

He 605ee 10> KOE/T.

¢) Escherichia Coli

Absentin 1 g./
OtcyrcTByerB 1 1.

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

8 Assay / KosimuecTBeHHOE
omnpeaeeHue

100.5%/100.5 %.

90.0% to 110.0% of loxoprofen
sodium label claim. / Ot 90,0 % no
110,0 % oT HOMHHAJILHOIO
COZIEpKaHHUs JIOKCONpodeHa HATPHSL.

9 Package appearance /
OnucaHHe yNaKOBKH

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 Tabnerox B Omucrep u3

(OITA/AJVIIBX)

¢onbru/anoMiUHUEeBOH (OJIBrH.
I[lo 1 6nucTepy BMecTe C TUCTKOM-
BKJIAZIGIIIEM IIOMELIAIOT B IadkKy

U3 KapTOHa.

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 Tabnerox B Onucrep u3
(OITA/AJITIBX) donsru/amoMHUHueBOU
tdoneru.

[lo 1 6mucTepy BMecTe C JIUCTKOM-
BKJIAJBILIEM TMOMEIUAIOT B MMayKy U3
KapToHa.

API name (INN) / Haumenosanue AOC (MHH):

Loxoprofen / JlokconpodeH

API manufacturer batch number /

Howmep cepuu npousBogurens ADPC:

LSD-P/25003

Remarks

:+ The Product confirms to ND/

IIpumeyanue: [Ipoaykr cooTBeTcTBYET Tpeboranusm HJ

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Prepared by / Suman Kumar

ITogrorosneHo: é

Checked by /

IIpoBepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykommwenb Pavan

Kumar Sharma G —

Date /
Jara: 30.04.2025

Date /

Hara: 30.04.2025

Date /
Hara: 30.04.2025

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: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




' ® Dr. Reddy's Laboratories Ltd.
: 4 Formulation Unit-6
i ! g Vill. Khol, Nalagarh Road, Baddi,
° &
’ CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUOHKAT AHAJIU3A Tel : +91 98166 56001-02

Product : Skorolox (Loxoprofen) tablets 60 mg L
poaykr: Cxoposokc (Hoxconpodoer;) Tabnerku, 60 Mr
Market / Poinok . Russia/Poccusa o
Batch No / . Batch Quantity / ~2,60,000 tab /
Cepns Ne - V2300776 Pa3zmep cepun " 2,60,000 Tab
Analytical Repovrt No/ . 040002909811 Date of Analysis / . 30.04.2025
AnaauTHyeckHii oTyer No JlaTa anaausa
Date of Manufacture / © 04/2025 Date of Expiry / . 03/2027
Jdara npousBoacTea I'ogen go
Mfg. License No. / MA ber: /
TIpou3BoCTBEHHAS : MNB/05/263 HOMZ‘;‘;,‘Y“' : JITI-Ne(006440)-(PT-RU)
JuneH3ns Ne

Analysis performed according ND / Ananus nposenen mo HJI: JIII-Ne(006440)-(PI'-RU)-261124 [
PageSof 6/ Crp.5u3 6

FP Manufacturer API Batch number / FESA00119

Homep cepuu cyocTannun npoussoanteis I'JID:

API Manufactured by & country / Metrochem API Private Limited, India /
IIpon3zBoaurens APC, crpana: Mertpokem AIIU Ilpaiiser Jlumuren, Manus

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

Name, address, authorization No for FP Vill. Khol, Nalagarh Road, Baddi, Distt. Solan H.P. 173205,

manufacturing site / Control site / Release site / India (license No MNB/05/263)) /
HaumeHoBaHHe, anpec, JHIeH3HA 115 J-p Pennu’c Jlabopatopuc JIta., Manus,
IMpousBoacTBennan miomaaka / Ilnomagka [MpousBoacTBeHHOE NoApasaenenue-6, Bumi. Kxons,
KOHTpoJs KadecTra / [Inomaaka Beinmycka Hanarapx Poyn, bannu, Huctpukr Conan, X.I1., 173205,

Huaus (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 full
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».

3akiaouenne 0 cooTBercTBMM: «HacToswmm s moaTBEpXkAalo, 4TO MpPUBEICHHAs BbIIE HHGOpPMALMUsS SABIAETCA
JIOCTOBEPHOM 1 TOYHOM. JTa CepHsi MPOAYKLIMHU MPOU3BeeHa (BKIIOYAs YTIAKOBKY (MApKMPOBKY) H KOHTPOJIb KaueCTBa)
Ha BBILIEYKA3aHHON MPOM3BOACTBEHHOM IUIoNIaKe (IUIOMIAAKAX) B TIOJIHOM COOTBETCTBUH C TpeboBanusamu Ilpasui
HaJUTexaleil POM3BOACTBEHHOM NpakTHkK EBpasuiickoro skoHomuueckoro corwosa (Ne GMP/EAEU/RU/00554-2022
or 23 wmrona 2022) U TpeOOBaHUAMH KOHTPOJS KAadecTBa JIEKAPCTBEHHBIX CPENCTB, a TAaKKE B COOTBETCTBHH CO

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Iponykr coorBercTByeT TpeboBaHusmM HJL 3axumrouenne: OJOBPEHO
Prepared by / Suman Kumar Checked by / Approved by: Manager/Executive /
Ilonroropneno: [poeepeno: Pawan Kumar | Omo6peno: Menemxep / Pyxoeo,mrrenb Pavan
/ Kumar Sharma
2 /
. /{h e
Date / Date / Date /
Jata: 30.04.2025 Hara: 30.04.2025 Jara: 30.04.2025

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: mail@drreddys.com
CIN: L85195AP1984Pi C004507
www.drreddys.com



Dr. Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

R B o R o R el a2 Vo S il
1Cl w21 20L0U D0UU L Ve

Product : Skorolox (Loxoprofen) tablets 60 mg
IIpoayxr: Cxoponokc (JlokconpodeH) Tabnerku, 60 Mr

WWW.UITeuuys.coii

Market / PolHok . Russia / Poccus

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

Cepus Ne § NS Pasmep cepun 2.60,000 Tab

Analytical Repo:‘t No/ . 040002909811 Date of Analysis / 30.04.2025
AnanurHyeckHii oruet Neo JlaTa aHaau3a

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

Jara npon3BoacTBa Togen oo

Mfg. License No. / MA ber: /

IIpousBoacTBeHHAs : MNB/05/263 HOM::;I;yer' : JIII-Ne(006440)-(PT"-RU)

Jnpen3ns Ne

Analysis performed according ND / Ananms nposeaen no HJL: JITI-Ne(006440)-(PT-RU)-261124

Page 6 of 6 / Ctp. 6 3 6

crnenudUKaLMAMH, COAEPXALUMHUCA B PErMCTPALIMOHHOM JOChE CTPaHbl-UMIIOpTEpa. 3anucH Mo MPOU3BOACTBY,
YIAKOBKE W aHaNu3y TpPOBEPEHbl, H YCTAaHOBJIEHO HMX COOTBETCTBHE TpeOoBanusaM IlpaBun Hagnexaiuen
MPOU3BOACTBEHHOH MPAKTHKU EBpa3suiiCKOro 3KOHOMHUECKOTO COK03ay.

Remarks : The Product confirms to ND/
Ipumeyanne: [IponykT coorsercTByeT TpeboBanusamM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Suman Kumar Checked by /

HOL[FOTOBHGHG/

(¢

(o

[Ipoepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / /I?_-yKOBO,ﬂMTeﬂb Pavan

Kumar Sharma § f_://

Date /
Jata: 30.04.2025

Date /
Hara: 30.04.2025

Date /
Jara: 30.04.2025

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



