Dr.Reddy’s ‘3.'.

CERTIFICATE OF ANALYSIS

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

Vill. Kkol, Naiagarh Foad, Baddi,
Dist: Solan, HP., 173 205, INDIA

no
21 FEITE K LR s

CEPTUDHKAT AHAJIM3A

I Product : Skorolox (Loxoprofen) tablets 60 mg
| Opomyk: Croposokc (JlokconpodeH) TabnetkH, 60 mr

W, dirreddys.com

| Market / Poivok

Russia / Poccus

Batch No/ | Batch Quantity/ 260000 tab/

Cepusa Ne NPl Pa3smep cepuu " 260000 Tab B
Analytical Repo\}'t No/ 200001829468 Date of Analysis/ (13/08/2025)
AHanHTHYeCcKHH oTyer Ne | Mara anammza
Date of Manufacture / - 07/2025 Date of Expiry / 06/2027

Jlara npousBoacTBa TI'open o
Mfg. License No. / MA -

IpousBoacTBenNas : MNB/05/263 s : JITI-Ne(006440)-(PT-R U)
omep PY

| Anuenzist No

Ne

| Test / ITokazaTean

o

1 Appe;rance / Onucanue

I
|
|

~ Pagelof6/Crp. 1n36

Result / Pesyana_T;l

Analysis performed according ND / Auamms npoegen nmo HJI: JII-Ne(006440)-(PT-RU)-261124

Specification / Hopma

|
1

| Round white tablets scored on

one side and plain on the other
side. / Kpyrnble Tabnetku 6enoro
LIBETa, C PUCKOMH Ha OJAHOH
CTOpOHE M INaJKHe ¢ NpYron
CTOPOHBL.

Round white to off-white tablets scored
on one side and plain on the other side. /

'prrnble TabnaeTky or 0enoro o NnoyTH

Oenoro 1BeTa, C pHCKOH HA OQHOH
CTOPOHE U IAJKHE C APYrol CTOPOHBL

2 | Identification / UgenTudmcanusa

2a | HPLC/B3XX

"The retention time of loxoprofen

peak m the test solution
chromatogram corresponds to that
in the standard  solution
chromatogram. / Bpewms
y AepIKUBaHHUA nuKa
nokcomnpodeHa Ha
XpOMAaTOrpaMMe  HCIIBITYEMOro
pacTBopa COOTBETCTBYET BPEMEHH
yAep;KUBaHHUS nuKa Ha
XpoMaTorpaMMme  CTaHIapTHOrO
pacTBopa.

The retention time of loxoprofen peak in
the test solution chromatogram shall
correspond to that in the standard solution
chromatogram (Assay test). / Bpems
yAep:KUBaHHS THKa JiokcompodeHa Ha
XpoMaTOrpaMMe UCIBITYEMOrO pacTBopa
JOJDKHO ~ COOTBETCTBOBAaTb  BpPEMEHH
YAEpXKUBaHHS THKA Ha XpoMaTorpamme
CTaHAAPTHOrO pacTBOpa (UCIBITaHWE
«KommecTBeHHOE ONIpesieneHue»).

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykt cooteercrByeT TpeboBaHusm HJ|

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO

Prepared by /
IMoaroroeneno: Shivani

A

Checked by/
ITpoepeno:Nitin Sharma

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / PykoBoantens

Pavan Kumar Sharma (“/;/

Date/
Jara:14.08.2025

¢l
Date/

Hara: 14.08.2025

Date/
Jara: 14.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tejangana, India
Tel +9140 4500 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.dl'reddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJII3A

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

Vill. Khol, Naiagarh Koad, Baddi,
Distt. Solan, H.P., 173 205, INDIA

nd ~.r-fmf‘."f"\lf\’>

www.drreq' cive.coir

| Product : Skorolox (Loxoprofen) tablets 60 mg

Ilpogyxr: r: CKOpoJIOKE (Hoxconpocbeﬂ) TabneTku, 60 Mr

Market / Prinox . Russia / Poccus o
Batch No/ Batch Quantity/ . 260000 tab /

| Cepust Nt 2501604 Pasmep cepnn " 260000 Tab
Analytical Repo:‘t No/ 890001829468 Date of Analysis / - (13/08/2025)
AnajgntHyeckuii orger No Jlata anasnza
Date of Manufacture / 07/2025 Date of Expiry / - 06/2027
Jara nmpousBoacTBa I'onen 1o -
Mfg. License No./ Al _—
Ipou3BoAcTBeHHAS : MNB/05/263 5 ik JIII-Ne(006440)-(PT-RU)

omep PY

| mnensun Ne

' Analysis performed according ND / Anaju3s nposeaen no HJI: Jll'I-No(006440) (PI'-RU)-261124
Page 2 of 6 /Crp. 2 u3 6

2 | UV s pectro photometry
H.PIC/DAD /
Y ®D-cnexmpoghomomempus

BOXX! IM]T

UV absorption maximum of the |
main peak in the test solution
chromatogram corresponds to that

in the standard  solution
chromatogram. / MakciMyM
MOTJIOLIEHNS Y®-cnekTpa
OCHOBHOT'0 n1Ka Ha
XpOMaTorpaMMeé  HMCIBITYEMOro
pacTBOpa COOTBETCTBYET
MakCUMyMy ToryiomeHuss Yo-
CMIEKTpPa OCHOBHOIO MHKa Ha
XpOMaTOrpaMMe  CTaHJapTHOro
pacTBopa.

UV absorption maximum of the main |

peak in the test solution chromatogram
shall correspond to that in the standard
solution chromatogram. / Makcumym
noryowmendst Y ®-criekTpa OCHOBHOIO
IMKa Ha XpOMaTOrpamMMe HCIBITYEMOTO
pacTBOpa  [OJDKEH  COOTBETCTBOBATH
MakcuMyMy noraoweHus Yd-crnekTpa
OCHOBHOIO [HKa Ha XpOMaTorpaMme
CTaHJapTHOTO PacTBopa.

3 Water / Bona

4.4% /44 %

Not more than 8.0 % / He 6onee 8,0 %

Unit-1 /Ta6n.-1 100 % Not less than 75 % (Q) of loxoprofen
Unit 2/ Tabn-2 029 | Sodium in 30 min./
. He wmenee 75 % (Q) noxcompodeHna
= = 0
it/ labr-3 __ 10_2 % | Hatpus uepe3 30 MuH.
Unit-4/ Tabn-4 100 %
Unit-5/Tab6n.-5 102 %
I Unit-6/ Tabn.-6 100 %

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

Ipameuanne: [Iponykr cooTBercTByeT TpeboBaHusM HJL 3akmwouenune: OJOBPEHO

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

[Toarorosneno: Shivani IIpoepeno:Nitin Sharma Opnobpeno: Menemxep / Pygosozlmenb
%r ‘_y Pavan Kumar Sharma -

e
Date/ Date/ Date/
JlaTa:14.08.2025 Hata: 14.08.2025 Jata: 14.08.2025

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.

Qe
’ 9 Formulation Unit-6
Dr.Reddy s Q'. Vill. Krol, Nalagarh Road, Baddi,
Disii Sotan, H.P., 173 205, INDIA

166 56001-02

CERTIFICATE OF ANALYSIS of:#5155i00 -
CEPTUDMKAT AHAJIM3A wwww.drreciays coin

| Product : Skorolox (Loxoprofen) tablets 60 mg i
| Hpogyx7: Cxropostoke (Jlokconpoden) Tabyetku, 60 Mr - - ===
Market / Poitox . Russia / Poccus
Batch No/ : Batch Quantity/ 260000 tab/
Cepust J{g___ § 260 Pa3mep cepun © 260000 Tab
Analytical Repourt No/ . 890001829468 Date of Analysis / . (13/08/2025)
AnanutTHyecknii oryer Ne Jara ananuza
Date of Manufacture / - 07/2025 Date of Expiry/ . 06/2027
JaTa npousBoacTBa Tonen no _
Mfg. License No. / MA ber:/
IIpon3BOACTBENHAST : MNB/05/263 Ay el : JITI-Ne(006440)-(PT-RU)
| omep PY
pmeH3HA Ne

' Analysis performed according ND / Ananu3 nposemen no HJI: JII- Ne(006440)-(PT - RU) 261124
Page 30f 6/Crp.3 136

5 | Impurities / Ilpamecn

- — . o -
Oxohexanoic acid impurity / | Below LOQ (LOQ =0.0502 %) / Nl “piose Ban 090%: | He Gomes
[Tpumecs okcorekcaHorass | Hike npeaena KoJM4eCTBEHHOrO 0.20%:

KMCIIOTa onpeaenerns (IIKO = 0.0502%) A
— -
| Any individual impurity / - Not more than 020 %; / He Gonee
0.08% .
Ennnuvnas npumech . 0,20%; ‘
P — |‘
Wotel Toapusiticy 7 Gypma 0.1% Not more than 2.0 %./ He Gonee 2,0%.
npuMecei
6 | Uniformity of dosage units / | ' ] A<;ording_13 the requirements.
OaHopoaHoOCTh e THHHII 3.0 The Acceptance Value (AV) should be
JAO3HPOBAHMUSA ’ less than or equal to 15.0. /
B cooTBeTCTBUH C TpeOGOBAHHAMU.
[Tokaszarens IIPHEMJIEMOCTH (AV)
noJvxeH 6biTh He Hosee 15,0.

7 | Microbiological purity / MikpoGHoorayeckas uncrora

a) Total Aerobic Microbial | Less than 10 CFU/g. / [ Not more than 10* CFU/g. / |
Count / O6uyee yuco Menee 10 KOE/r. He 6onee 10° KOE/F.

aspOOHBIX MHKPOOPTaHHU3MOB

Remavis: : The Product confi rms to ND/ Conclusion : APPROVED/

IIpameuanne: [IponykT cooTsercTBYeT TpeboanusamM HJI 3aknovyenune: OJJOBPEHO

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

INoarorosneHo: Shivani IIposepeno:Nitin Sharma Onobpeno: Menemkep / Pymsomnenb
7—/ \'L_.-" Pavan Kumar Sharma s

< =
Date / Date/ Date/
Jara:14.08.2025 Hara: 14.08.2025 JlaTa: 14.08.2025

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




D 3 "‘.. Dr. Reddy's Laboratories Ltd.
' Formulation Unit-6
r.Reddy s . Vill. Khol, MNalagaih Foad, Baddi,

Distc Soian, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS (& vod-olios
P CEPTH®UKAT AHAJIM3A it bbbt “C_O'_ =
Product : Skorolox (Loxoprofen) tablets 60 mg
Ipoaykw: Cxoposokc (Jlokconpoden) Tabnetku, 60 mr

Market / Prinok . Russia / Poccus b ) ) aa

Batch No/ : Batch Quantity/ 260000 tab/

Cepus No 3 V2501604 Pasmep cepun 260000 Tab -

Analytical Repovrt No / . 890001829468 Date of Analysis / - (13/08/2025)
i_Ana.mmzlllecmm oT4eT Ne Jara anamsa ) |

Date of Manufacture / - 07/2025 Date of Expiry / - 06/2027

HdaTa nponssojcrTea I'open go o

Mfg. License No./ _ =

IlpousBoACTBeHHAS : MNB/05/263 ik g : JITI-Ne(006440)-(PT-RU)

omep PY
JHueH3Ha Ne

Analysis performed according ND / Ananus NPOBEIEH 10 HE JI-]T_:NQ(()O6440)L(P_F -RU)-261124 |
Page 4 of 6 / Cvp. 4 u3 6

' b) Total Combined Yeast and | Less than 10 CFU/g. / Not more than 10” CFU/g. / 1
moulds count / Obuee uncio Menee 10 KOE/T. He 60nee 10> KOE/T. |
JPOAOKEBBIX M TJIECHEBbBIX
rpubos
c) Escherichia Coli Absentin 1 g. / ~ Shall be absentin 1 g. /

| OtcytetByer B 1 T. | OTtcyrcTBue B 1 1.
8 | Assay / KoiuuecTBeHHOE 100.9 % [90.0 % to 110.0% of loxoprofen

| onpeaejieHne sodium label claim. / Ot 90,0 % no

| | 110,0% or HOMHHAJIBHOTO

' | conepKaHus JIOKCONpodeHa HaTpHs.

"9 | Package appearance / 10 tablets in a (OPA/AI/PVC) foil |10 tablets in a (OPA/AUPVC) foil |
Onncanue ynakoBKH /aluminum foil blister. /aluminum foil blister. |

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

Ilo 10 Tabnetox B 6muctep w3 |[[lo 10 Tabnetok B Oaucrep 3
(OITA/AJI/TIBX) (OTTA/AJUTIBX) doneru/anioMUHHEBOH
donbru/amoMuHHeBOH QOJBIHU. dhonpru.

Ilo 1 Onuctepy BMecTe ¢ mucTKoM- |Tlo 1 Onuctepy BMecTe ¢ JIMCTKOM-
BKJIaJBILIEM TIOMELIAIOT B NAuKy |BKIaJbluleM MOMELIAIOT B Madky U3
U3 KapToHa. KapTOoHa.

| API name (INN) / Hanmenopanue A®C (MHH): ] Loxoprofen / Hoxconp'mioeﬂ

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

IIpumeuanue: [ponykT cooTeeTcTByeT Tpeboranusam HJT 3akmouenue: OJIOBPEHO

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

IMoaroroeneno: Shivani IIpoeepeno:Nitin Sharma Onobpeno: Menemxkep / P yrcoxso,mﬁenb

%7' Q_\D/ Pavan Kumar Sharma ' . . .
7 > !1/14 —
Date/ Date/ Date/
Jara:14.08.2025 Jata: 14.08.2025 Jata: 14.08.2025

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: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy'’s Q’:‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIH3A

[ Product : Skorolox (Loxoprofien) tablets 60 mg
Ipoayk7: Croposokc (Jlokconpoder) Tadbnetiu, 60 mr

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

vill. Khol, Maizzari Road, Baddi,
205, INDIA

| Market / Peinok __: Russia / Poccus Ny
Batch No/ . Batch Quantity/ 260000 tab/
| Cepua N2 ¢ NEDOE Pasmep cepun " 260000 Tab
Analytical Repourt No / 890001829468 Date of Analysis / (13/08/2025)
 AHanuTHveckmi otyer Ne ©~ - Jara anaymsa —
Date of Manufacture / . 07/2025 Date of Expiry / - 06/2027
| JaTa npon3BoOACTBA TI'onen o
| Mfg. License No./ . ber:/
| TIpouzBoACTBERHAS . MNB/05/263 HOML‘;']‘,‘Y”' : JITI-Ne(006440)-(PT-RU)

| anneHsHs Ne

! Anﬂyﬁs_p_erformed according ND / AHajus npoBeaed o HJL: JITI-Ne(006440)-(PT-RU)-261124

Page Sof 6/Crp.Sm3 6
LSD-P/25002

API manufacturer batch number/ |
Homep cepun npouzsoaurens ADC:

FP Manufacturer API Batch number /

| Homep cepun cyocranuun npoussoaurenn I'JID:
API Manufactured by & country /
IIponzBogutens APC, cTpana:

FESAO00118

Metrochem API Private Limited, India /
Merpokem AIIH Ilpatiser Jlumuren, Uuaus
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6,
Vill. Khol, Nalagarh Road, Baddi, Distt. Solan H.P. 173205,
India (license No MNB/05/263) / '
J-p Pennw’c JlabopaTtopuc Jlta., Uuaus,
ITpoussoncTeenHoe noapaspenenne-6, Bunn Kxons,
Hanarapx Poyn, bagnu, Juctpukt Conan, X.I1., 173205,
Unnus (muiiensus Ne MNB/05/263)

Name, address, authorization No for ¥FP
manufacturing site / Control site / Release site /
HaumeHnoBaHHe, agpec, JHIEH3HA st
IIpon3BoacTBennas naowmaaka / Iloomaaka
KOHTpoJs kadectBa / Ilnomaaka Bomycka

Declaration of certification: «l 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 ofithe 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 ofithe Eurasian Economic Union is established».

3aka0yeHHe 0 cOOTBeTCTBHH: «HacToAwMM 8 NOATBepXKAAlO, YTO TpHUBEAEHHAs Bbllle HHGOpPMALUMA ABIACTCA
IIOCTOBEPHOH U TOUHOH. DTa cepus NpoayKIIMK NpOou3BeAieHa (BKIIOYAsA YIaKOBKY (MapKHPOBKY) U KOHTPOJIb KayecTsa)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpoaykT cooTBeTcTBYET Tpebosanusam HJJ 3akawyenne: OJOBPEHO

Checked by/ Approved by: Manager/Executive /
Ipoeepeno:Nitin Sharma Opnobpeno: Menemxep / Pykosoauresb

Prepared by /
[MToaroToeneno: Shivani

T 3 o Pavan Kumar Sharma
A <
Date / Date/ Date/
HaTa:14.08.2025 Jara: 14.08.2025 Hara: 14.08.2025

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:L 85195AP1984PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

Qe
) =@ Formulation Unit-6
Dr‘Reddys ‘. Vill. Kk ol, Nalagarh Foad, Baddi,

Distt. So!an H ., 1/3 205, INDIA

e

CERTIFICATE OF ANALYSJS el +2f0ai ool G2
_ CEPTHOHKAT AHAJIM3A ~ Wwhwdmeatys.con
[ Product : Skorolox (Loxoprofien) tablets 60 mg
Ipoayk¥: Croponokc (HOKconpocbeH) Tabnetku, 60 Mr

Market / Popox Russia / Poccus . S
Batch No/ : Batch Quantity / 260000 tab /
Cepus Ne b 201608 | Paxmep cepum 260000 Tab
Analytical Report No / . 890001829468 Date of Analysis / (13/08/2025)
| AHaJuTHYeCKHH oTyeT Ne JaTa anau3a
| Date of Manufacture/ - o7/2025 Date of Expiry/ 06/2027
Jara npon3BojcrBa - i I'onen o
| Mfg. License No./ . _—
TIpon3BOACTBeHHAs : MNB/05/263 i : JITI-Ne(006440)-(PT-RU)
omep PY
JuneHzus Ne

! 'An;alyiis p__erﬁorme_d accor@g ND / Auanus nposeaen mo H/L: JITI-Ne(006440)-(PT'-RU)-261124

Page 6 of 6/ C1p. 6 13 6
Ha BBILIEYKA3aHHOW MPOM3BOACTBEHHON MJOWAAKE (MJOMAAKAX) B MNOJHOM COOTBETCTBHU ¢ TpeOosaHusMu I[lpasus
HaJJiexaleit Mpou3BoACTBEHHONM nmpakTHKU Epasun”ckoro skoHomudeckoro cotosza (Ne GMP/EAEU/RU/00554-2022
or 23 monsa 2022) u TpeOOBaHWAMH KOHTpOJI Ka4ecTBA NIeKapCTBEHHBIX CPEACTB, a TalOKe B COOTBETCTBUM CO
criequQUKaLUaMH, COAEPXKALIMMUCS B PErMCTPALMOHHOM JOChE CTPaHbl-UMIIOpPTEpa. 3alMcu [0 MPOM3BOACTRY,
YMaKOBKE€ M aHaluM3y [MpPOBEPeHbl, W YCTAHOBJIIEHO KX COOTBeTcTBHe TpebosanusaM [lpaBun Hamrexainei
IIPOM3BOACTBEHHOH NpakTHKH EBpa3zHiickoro 3xOHOMHYECKOTO CO03ay.

Remardks < The Product confirms to ND/ Conclusion : APPROVED /

Hpumeuanne: [IponykT coorBeTcTBYET TpeGoBanusam HJT 3akawuenne: OJJOFPEHO

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

[Toaroroeneno: Shivani [Tpoeepeno:Nitin Sharma Onodpeno: Menemxep / Pyroo aurens
g )"“ v)\/ Pavan Kumar Sharma F(p,-;*

Date/ Date/ ' Date/

Jara:14.08.2025 JHarta: 14.08.2025 Hara: 14.08.2025

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




