Dr. Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUDHKAT AHAJIHM3A

Tel : +91 93166 56001-02

Product : Skorolox (Loxoprofen) tablets 60 mg

Hpoaykr: Cxoponokc (Jlokconpoden) TabnerkH, 60 Mr

WWWuI tcuuys.Luin

‘Market / Prinok . Russia / Poccus
Batch No / Batch Quantity / 2,60,000 tab /
| Cepus Ne N2SOUTEd Pasmep cepHH 2,60,000 Tab
Analytical Repovrt No/ - 040002912330 Date of Analysis / 30.04.2025
AHanTHTHYECKHIi oTyeT Ne Jdarta anannsa
Date of Manufacture / 04/2025 Date of Expiry / 03/2027
JarTa npousBoacTaa T'ogen no
Mfg. License No. / A ber: /
TIpoH3BOACTBEHHAS : MNB/05/263 H number: :  JITI-Ne(006440)-(PT-RU)
omep PY
Junenzns Ne

Analysis performed according ND / Ananus nposeaen no HJI: JIII-Ne(006440)-(PI'-RU)-261124

Pagelof 6/ Crp.1u36

Ne | Test/ Ilokazarein

Result / Pe3yabTaThl

1 Appearance / Onucanue

Round white tablets scored on
one side and plain on the other
side. / Kpyrnbie Tabnerku 6enoro
LIBETa, C PUCKOH Ha OOHOMN
CTOPOHE U INajIKHe ¢ IPYroi
CTOPOHBI.

Specification / Hopma

| Round white to off-white tablets scored

on one side and plain on the other side. /
Kpyrneie Tabnerku oT 6es10ro g0 Moyt
benoro 1BeTa, C PUCKOW Ha OIHOM
CTOpPOHE U MNajIK1e C APYroil CTOPOHBI.

2 Identification / UaenTuduxanus

2a | HPLC /B2JXXX 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). / Bpewms
chromatogram. / Bpems | ynepkuBaHus NUKa JOKCOMpodeHa Ha
yIepXKUBAHUA nvKa | XpOMaTorpaMMe MCIIBITYEMOro pacTBopa
sokconpodena HA | JOJDKHO  COOTBETCTBOBATb  BPEMCEHH
XpoMaTorpamme  HCIBITYEMOrO | yAep)KHBaHWsS MHKa Ha XpoOMaTorpamme
pacTBOpa COOTBETCTBYET BpeMEHH | CTAHOAPTHOTO pacTBopa  (MCIHBITaHHE
yAepKUBaHUS n1Ka Ha | «KosM4yecTBeHHOE ONpe/ieIeHUE»).
XpoOMAaTorpaMmMe  CTAHAApPTHOTO
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/
Ipumeyanne: [IponykT cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akiawuenue: OJOBPEHO

Prepared by / Suman Kumar

HOL[FOTOBHCH%

Checked by /
IlpoeepeHo: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautesns Pavan
Kumar Sharma 4 =

——

Date /
Jata: 30.04.2025

Date /

Jara: 30.04.2025

Date /
Jara:

30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara RHills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNTIA
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Product : Skorolox (Loxoprofen) tablets 60 mg
IIponykt: Ckoponokc (JlokconpodeH) Tabaerku, 60 mMr

VWvvvwvautg !:uuyb.'\.u'ui:

Market / Poinok

. Russia/ Poccus

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

Cepus Ne el Pazmep cepun 2,60,000 Tab

Analytical Repourt No/ 040002912330 Date of Analysis / 30.04.2025

AHaguTHyeckuii oTuyeT No JlaTa ananusza

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

JlaTa npon3BoacTBa T'omeH g0

Mfg. License No. / MA ber: /

IlpousBoacTBeHHAs : MNB/05/263 H AR : JIII-Ne(006440)-(PI'-RU)
omep PY

JHueH3Hsa No

Analysis performed according ND / Ananus nposeaed mo H/I: JITI-Ne(006440)-(PI'-RU)-261124

Page2 of 6/ C1p.2 u3 6

Y D-cnexmpogomomempus

BOXKX/ IMIT

chromatogram corresponds to that

in the standard solution
chromatogram. / Makcumym
[OTJIOLLIE HUS Y®-cnektpa
OCHOBHOT'O y1Ka Ha
XpOMaTOrpaMMe  HCHBITYeMOro
pacTBopa COOTBETCTBYET

MakCUMyMYy nornouieHus YO-
CIIEeKTpa OCHOBHOTO IHKa Ha

shall correspond to that in the standard
solution chromatogram. /

Makcumym mnornomenns Y ®-cnekrpa
OCHOBHOTO [MHKa Ha XpoMaTorpamme
HUCIIBITYEMOT0 pacTBopa JIOJKEH
COOTBETCTBOBATH MaKCHMYMY
noryomenns Y ®-criekTpa OCHOBHOTO
NMKa Ha XpOMAaTorpaMMe CTaHAAPTHOTO
pacTeopa.

XpoMaTorpamme  CTaHAAPTHOrO

pacteopa.
3 Water / Bona 4.4% /4.4% Not more than 8.0 % / He 6onee 8,0 %
4 Dissolution / PacrBopenue Unit-1 / Ta6mn.-1 100 % Not less than 75 % (Q) of loxoprofen

Unit-2 / Ta6a.2 97 % sodium in 30 min. /

0
Unit3 / Tabn3 97 % He menee 75 % (Q) nokcompodena
HaTpus 4yepe3 30 MuH.

Unit-4 / Tabn.-4 98 %

Unit-5 / Tabn.-5 99 %

Unit-6 / Tabn.-6 99 %

Remarks : The Product confirms to ND/
IIpumeuannue: [Ipoaykt coorBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akmwuenue: OJJOBPEHO

Prepared by / Suman Kumar
IToarorosneHo: /

Checked by /
ITpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosoaurens Pavan
Kumar Sharma |

=== —
]

Date /
JlaTa: 30.04.2025

Date /

Jlara: 30.04.2025

Date /
Tlata; 30.04.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: 481 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drredadys.com

CIN: L85195AP1384P1LC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A 'S 91 96180 5600402
Product : Skorolox (Loxoprofen) tablets 60 mg R
ITponyxkr: Cxoponokc (Jlokconpoden) Tabnetku, 60 Mr
Market / PoiHoK . Russia/ Poccus
Batch No / . Batch Quantity / - 2,60,000 tab /
Cepus Ne £ elir Paszmep cepun © 2,60,000 Tab
Analytical Repovrt No/ . 040002912330 Date of Analysis / . 30.04.2025
AnaauTHyeckit oTdyet Ne JlaTa agajansa
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Jara npounsBojcTBa T'onen go
Mfg. License No. / MA ber: /
ITpousBoacTBeHHAsI : MNB/05/263 H o : JII-Ne(006440)-(PT-RU)

omep PY

aunenzus No

Analysis performed according ND / Anasn3 nposegen no H/IL: JII-Ne(006440)-(PI'-RU)-261124

Page3 of 6/ Ctp.3 u3 6

5 | Impurities / Ilpumecn

Oxohexanoic acid impurity /
IIpumecs OKCOT€KCaHOBasl
KHCO0Ta

Any individual impurity /
EnuH14Has NpUMech

Total impurities / Cymma
npumMeceit

Below LOQ (LOQ = 0.0502 %) /

Hiuxe

o/ .
Npeena KONUYECTBEHHOTO Not more than 0.20 %; / He 6oee

onpenenenus (ITKO = 0.0502%) 0,20 %;

Below LOQ (LOQ = 0.05 %) / HixXe | Not more than 0.20 %; / He 6onee
npeznena KoNUYeCTBEHHOTO 0.20 %:

onpeaenenust (ITKO = 0.05%)
Below LOQ / Huxe nipeaena

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

6 Uniformity of dosage units /
OaHOpoaIHOCTH EHHMI]
JA03HPOBAHHA

According to the requirements.

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

B cooTBetcTBHHM ¢ TpeGOBaHUAMU.
[lokazaTenb  MPUEMJIEMOCTH (AV)
JomkeH ObITh He Gonee 15,0.

35

7 | Microbiological purity / Mukpo6HnoJjiornueckasi YHCTOT2

moulds count / O01iee yucio

a) Total Aerobic Microbial Less than 10 CFU/g. / Not more than 10* CFU/g. /
Count / O6uiee yuCIO Menee 10 KOE/r. He 6onee 10° KOE/Tr.
a3pOOHBIX MUKPOOPTaHH3MOB

b) 'l'otal Combined Yeast and Less than 10 CFU/g. / Not more than 1U* CkU/g. /

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanue: [Ipoaykr cooreeTcTByeT Tpebosanusm HJL 3axnouenne: OJOBPEHO

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

IToaroroeneHo: [posepero: Pawan Kumar | Ono6peno: Menemxep / Pykppoaurens Pavan
7 E Kumar Sharma 4‘:’—/:_’_’,_

Date / Date / | Date /

Hara: 30.04.2025 Hara: 30.04.2025 Hara: 30.04.2025

Registered Office: 8-

2327, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laborateries Ltd.

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

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

CEPTHUOUKAT AHAJIM3A

Jei: +91 96166 5000102

Product : Skorolox (Loxoprofen) tablets 60 mg
IpoayxT: Croponoke (JlokconpodeH) Tabaerku, 60 Mr

WWW.GITeauys.Cori

Market / PoiHoK : Russia / Poccus

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

Cepus Ne § Mty Pazmep cepun ~ 2,60,000 Tab

Analytical Repovrt No/ . 040002912330 Date of Analysis / 30.04.2025

AHaHTHYECKHHE oTueT Ne JlaTa ananusza

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

Jlara npou3BoacTBa I'oxen no

Mfg. License No. / MA ber: /

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

Junenzus Ne

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

Page4 0of 6/ Crp. 4 u3 6

OtcyrcTByeT B 1 T

JPOMCKEBBIX M IUIECHEBBIX Menee 10 KOE/r. He 6onee 10° KOE/r.
rpubos
¢) Escherichia Coli Absentin 1 g./ Shall be absentin 1 g. /

OtcyrcTBUe B 1 T.

1 blister is placed in each carton
together with the package insert. /
ITo 10 Tabnerok B Onucrep u3
(OTIA/AJUTIBX)
donbru/anoMrHHEeBOH QoIBIH.
ITo 1 GnucTepy BMecTe C TMCTKOM-
BKJIAJIBIIIEM MOMELIAIOT B Ia4Ky

8 | Assay/KoaudecTBeHHOE 98.8% / 98.8 %. 90.0% to 110.0% of loxoprofen
onpepaeneHue sodium label claim. / Ot 90,0 % 10
110,0 % oT HOMHHAJILHOTO
coepkaHus JIOKCOpodeHa HaTpHsl.
9 | Package appearance / 10 tablets in a (OPA/AI/PVC) foil | 10 tablets in a (OPA/AVPVC) foil
OnucaHue ynaKoBKH /aluminum foil blister. /aluminum foil blister.

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

Mo 10 Tabnerok B Onucrep U3
(OTTIA/AJUTIBX) donbru/anioMuHIEBOR
dhonbru.

Ilo 1 Onucrepy BMecTe C JIUCTKOM-
BKNA/blileM [OMEIIAIOT B IayKy M3

| W3 KapTOHa. KapTOHa.
API name (INN) / Haumenoanne ADC (MHH): Loxoprofen / Jlokconpoden
API manufacturer batch number / LSD-P/25003, LSD-P/25001
Homep cepun nponspoautesa ADPC: _

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

Hpumeuanue: [IponykT coorBeTcTBYeT TpeboBanusam HJI 3akmouenune: OJJOBPEHO

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

IMoarorosneno: IMposepeno: Pawan Kumar | Onobpeno: Menemxkep / Pykosoautens Pavan

(5/; Kumar Sharma bfo—

* +—

Date / Date / Date /

Hara: 30.04.2025 Jara: 30.04.2025 Hara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 4C 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Sofan, H.P., 173 205, INDIA
CEPTHOHUKAT AHAJIM3A Tel : +91 98166 56001-02

Dr. Reddy’s ‘g‘

Product : Skorolox (Loxoprofen) tablets 60 mg W TSR OH
ITpoaykT: Ckoposokc (HOKconpO(beH) Tabaetku, 60 Mr

Market / Prinok . Russia / Poccus B
"Batch No / . Batch Quantity / ~2,60,000 tab /
Cepus Ne S R Pa3mep cepun 2,60,000 Tab
Analytical Repo‘}‘t No/ . 040002912330 Date of Analysis / 30.04.2025
AxanuTudeckuii oTyeT Ne Hdarta ananunsa

Date of Manufacture / - 04/2025 Date of Expiry / ©03/2027
Jara mpon3BojcTea I'omen mo

Mfg. License No. / MA ber: /

TpousBoCTBeHHAs : MNB/05/263 R JII-Ne(006440)-(PT-RU)
JHIeH3HA Ne 3

Analysis performed accordingiD / AHamus npoBeaed no HJI: JITI-Ne(006440)-(PI'-RU)-261124
PageSof 6/ Crp.5u3 6

FP Manufacturer API Batch number /

Homep cepuu cyOcTanuuu npouszsoautessi I'JID:
API Manufactured by & country /
IIponssogutens ADC, crpana:

FESA00119, FESA00117

Metrochem API Private Limited, India /
Metpokem AIIU Ilpaiiset JIumuren, Munus
Dr. Reddy's Laboratories 1td., India, Formulation Unit-6,
Vill. Khol, Nalagarh Road, Baddi, Distt. Solan H.P. 173205,

Name, address, authorization No for FP

manufacturing site / Control site / Release site /
HaumMeHoBaHue, afpec, JHIEH3ANA NS
IIpouszBoacTBennas miomagka / Ilnomagka

India (license No MNB/05/263)) /
I-p Pennu’c Jlabopartopuc Jita., Munws,
IMpousBoacTBeHHOE MoapaszneneHue-6, Buul. Kxons,

Hanarapx Poyn, banau, Juctpukt Conan, X.I1., 173205,
Wnnus (muuensus Ne MNB/05/263))

KOHTpoJId KadecTBa / Ilnomanaka BeImycKa

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».

3akiwyenue 0 cooTBeTcTBHH: «HacTosmum s moaTBepXkIaro, YTO MpHBEAEHHAS BhILIE HHOOPMALHS ABAAETCA
JOCTOBEPHOM M TOYHOM. DTa CepHsi MPOAYKLHH NPOU3BeieHa (BKIIOYas YIIaKOBKY (MapKHPOBKY) H KOHTPOJIb KAUECTBA)
Ha BHILIEYKA3aHHON MPOH3BOACTBEHHOHN IUIOIaaKe (IUTOIIaaKaX) B MOJIHOM COOTBETCTBHM ¢ TpebopaHHsaMU IIpaBui
HaJUIeKalled POH3BOACTBEHHOM MPakTHKH EBpasuiickoro sxkoHoMudeckoro coto3a (Ne GMP/EAEU/RU/00554-2022
ot 23 wurona 2022) u TpeGOBaHUAMH KOHTPOJIS KadecTBa JICKAPCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBUM CO

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: Iponykt coorpercTByeT TpebosaHusM HJI 3akaouenune: OJJOBPEHO

Checked by / Approved by: Manager/Executive /
[Mpoeepero: Pawan Kumar | Omobpeno: Menemxep / nycosnﬂmenb Pavan

Kumar Sharma ) S
A =
Date / Date / Date /

Hata: 30.04.2025 Hara: 30.04.2025 Hara: 30.04.2025

Prepared by / Suman Kumar
IToarorosneHo:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



' ® Dr. Reddy's Laboratories Ltd.
: > Formulation Unit-6
Dr. Reddy,s q.... ‘v’i_l‘.. Khol, Nalagarh Ro'ad, Badfii,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, INDIA
CEPTUOUKAT AHAJIA3A 781 i9196168 5000182
Product : Skorolox (Loxoprofen) tablets 60 mg WWW.ATTeUays.CoTT
Ipoaykt: CKopoJoKe (Hoxconpod)eﬂ) tabnerku, 60 mr -

Market / PbiHOK : Russia / Poccus -

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

Cepus Ne + V2500787 Pazmep cepun " 2,60,000 Tab

Analytical Repo:‘t No / - 040002912330 Date of Analysis / 30.04.2025

AHAJIMTHYECKHI oTyeT No Jara anann3a

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

Jara npousBojacTBa I'ogen no

Mfg. License No. / MA ber: /

Tipou3BoACTBEHHAST : MNB/05/263 N e : JII-Ne(006440)-(PT-RU)
omep PY

_JIHneH3Hs Ne

Analysis performed according ND / Ananu3 npoeaen no HJI: JITI-Ne(006440)-(PT'-RU)-261124
Page 6 of 6 / Crp. 6 m3 6

crieuiPUKaLMAMH, COAEPXALIMMHCS B PErHCTPALlHOHHOM JOCbE CTpPaHbl-MMIOPTEPa. 3alUCH MO NPOM3BOACTBY,
VIIAKOBKE W aHalu3y TIPOBEPEHBbl, M YCTAHOBJIEHO HX cooTBeTcTBUe TpeboBaHuam [lpasun Haanexaiueii
NPOU3BOACTBEHHOH MPaKTUKH EBpasuiickoro s5KoHOMHYECKOro coro3an.

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

IIpumeyanue: [Ipoaykt cooTBeTcTBYeET TpeboBanusam HJJ 3axmogenne: OJJOBPEHO

Prepared by / Suman Kumar Checked by / Approved by: Manager/Executive /
Iloarotoneno: ITpoeepeno: Pawan Kumar | Onobpeno: Menemxkep / P y KoBoauTENb Pavan

Kumar Sharma J i

Date / Date / ' Date /
Jara: 30.04.2025 Jara: 30.04.2025 Hara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4300 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1LC004507
www.drreddys.com




