Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Distcl. Sofan, H.F.,, 173 205, INDIA
Tel : 491 58166 56001-02

www.drreddys.com

CEPTHOHUKAT AHAJIM3A

Product : Skorolox (Loxoprofen) tablets 60 mg
Hpoaykr: Croponoke (Jlokconpoden) tabaerku, 60 mr -

Market / Poinok . Russia/ Poccus

BatchNo /- ¢ Batch Quantity / 2,60,000 tab /

Cepus N2 Yesllbhat Pa3zmep cepun 2,60,000 Tab

Analytical Repo‘}'t No/ 040003147138 Date of Analysis / 28.10.2025

AHaMMTHYEeCKHH oTueT No JlaTa ananu3za

Date of Manufacture / 09/2025 Date of Expiry / 08/2027

Jara npousBoacTBa Tonen o

Mfg. License No. / ik ber: /

Ipou3BoACTBeHHAS : MNB/05/263 o Lk : JIII-Ne(006440)-(PT"-RU)
omep PY

JuueH3nsA Ne

Analysis performed according ND / Anaaus nposeaes no H/I: JIII-N2(006440)-(PI'-RU)-261124

Page1of 6/ Crp. 1136

Ne | Test/ Hokasatens Result / Pe3yabTaThi "—Specification / Hopma
1 | Appearance/ Onucanue Round white tablets scored on Round white to off-white tablets scored
one side and plain on the other on one side and plain on the other side. /
side. / Kpyrnbie Tabnerku 6enoro | Kpyrneie tabnerku ot 6enoro no mouru
11BETA, C PUCKOH Ha OOHOM femoro 1uBera, ¢ pPUCKOH HA OOHOH
CTOPOHE H TJIaJIKKe ¢ APYroM CTOpPOHE M IMafKue C APYroil CTOPOHBI.
CTOPOHBI.
2 | Identification / MapenTndukanus
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 |ynepxkuBanusi mHka JokconpodeHa Ha
yAep)KUBaHUs nMKa | XpoMaTorpaMme HCILITYEMOro pacTBopa
JokconpodeHa Ha |/IOJDKHO  COOTBETCTBOBATH  BPEMEHH
XpOMAaTorpaMMe  HCIBITYEMOro | yAep:KHBaHHsA MMHKAa Ha XpOMaTorpamme
pacTBOpa COOTBETCTBYET BPEMEHH | CTAHAAPTHOrO pacTBopa (MCIBITAHHE
yIepKUBAHUS MHKa Ha | «KonHuecTBEHHOE OnpeeieHHe).
XpoMaTorpaMMe  CTaHAapTHOrO
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/ Conclusion : APPROVED /
Ipumeuanue: Hpoaykt coorseTcTBYET TpeOoBanHmaM HT 3aknodenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Tonrorosneno; IIposepeHo: Pravesh ITposepeno (AOK): Pavan |[person / Onobpeno: ObecnedeHue
Yogesh Chayhan Rana L Kumar Sharma kauecTBa/OTBETCTBEHHOE JIHLIO: ”
/ - S '4 L= /ﬂ‘ (‘ )‘/
l;;.f'( / ,'//’ Q ," U
Date/ Date/ Date / Date/ T
Jlata: 28.10.2025 Jata: 28.10.2025 Jlarta: 28.10.2025 Jara: ‘74; '/1 =

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, india
Tel: +97 40 4200 2900, Fax: +91 40 4500 2999, Email: mzil@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product : Skorolox (Loxoprofen) tablets 60 mg
Hpoayxr: CKoponoke (HoxconpodJeH) tabnerku, 60 mr

Market / Poinok

Russia / Poccus

Batch No /-~ Batch Quantity /- ¢ - 2,60,000 tab /

Cepusa Ne RIS Pasmep cepun. 2,60,000 Tab

Analytical Report No/ 040003147138 Date of Analysis / 28.10.2025

AHanuTHYECKHA . 0oTYeT No JlaTa ananmn3a

Date of Manufacture / 09/2025 Date of Expiry / 08/2027

Mara nponzBoacTea T'onen no

Mfg. License No. / MA ber: /

Ipon3BoacTBeHHast MNB/05/263 . gt JITI-Ne(006440)-(PT-RU)
omep PY

JHIEeH3H S Ne

Analysis performed according ND / AHauns iﬁ)bneuen nmo HJI: JITI-Ne(006440)-(PT'-RU)-261124

Paae20f6/C1J) 2m6

Y@-cnexkmpopomomempus chromatogram corresponds to that | shall correspond to that in the standard
BOXX/ [IMIT in the standard  solution | solution chromatogram./
chmmaiogem. | Mlasemmm Makcumym nornowenus Y®-cnekrpa
MOTJIOLIEHHUS Y®-cnekTpa
OCHOBHOTO TNHKa Ha XpoMaTorpamme
OCHOBHOTO nuKa Ha
HCTIBITYEMOro pacTBopa JIOJKEH
XpomarorpaMMe  HCIBITYEMOro
COOTBETCTBOBATH MaKCHMyMy
pacTBopa COOTBETCTBYET
nornomenus Y®-criekTpa OCHOBHOIO
MakCUMyMy nornoueHus Y®O-
NHKa Ha XpoMaTorpaMMe CTaHAapTHOTO
CIIEKTpa OCHOBHOTO NHKa Ha
pactBopa.
XpoMaTorpaMme  CTaHAApTHOrO
pacTBopa.
3 Water / Boxa 53% Not more than 8.0 % / He 6osee 8,0 %
4 Dissolution / PacTBopeHue Unit-1 / Tabn.-1 99 % Not less than 75 % (Q) of loxoprofen
Unit2 / Tabn.2 98 % sodium in 30 min. /
. e meuee 78 % Jone
Unit-3 / Ta61.-3 102 % 18 O (Q) amEEnps) o
Hatpusg uepe3 30 MUH.
Unit-4 / Tabn.-4 98 %
Unit-5 / Tabn.-5 97 %
Unit-6 / Tabn.-6 100 %

Remarks : The Product confirims to ND/

IMpumeuanue: [Npoaykr coorsercTByeT Tpebosanusam HJJ

Conclusion : APPROVED /
3aknrwuenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
ITonroroBneHo: [Iposepeno: Pravesh [Mposepero (AOK): Pavan |[person/ Ono6peno: Obecneuenne
Yogesh Chayuhan Rana i Kumar Shurima KaueC1sa/O1BEICTBEHHOE IMLO.

W ol — I\ o

L/ e il )l
Date / ' Date / Date / Date /

. ~ O

Jlata: 28.10.2025  ||lara: 28.10.2025 Tara: 28.10.2025 Tlata: b=~ el

Registered Office: 8-2-337, Road No. 3

, Banjara Hilis, Hyderabad - 500034, Telangana, india

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

www.drreddys.com

Product : Skorolox (Loxoprofen) tablets 60 mg
IIpoaykr: Cxoponokc (Jlokconpoden) Tabnetku, 60 Mr

Market / PoiHok Russia / Poccus

Batch No/ gL : Batch Quantity / - 2,60,000 tab /

Cepus Ne AL Pasmep cepun 2,60,000 Tab

Analytical Report No / 040003147138 Date of Analysis / . 28.10.2025

AHajuTHYeCKH oTyeT No Jara anaju3a

Date of Manufacture / 09/2025 Date of Expiry / 08/2027

Jara npou3BojcTBa I'ogeH oo

Mfg. License No. / MA ber: /

Ilpon3BoACTBEHHAS : MNB/05/263 N e : JII-Ne(006440)-(PT-RU)
omep PY

JuneH3us Ne

Analysis performed according ND / Ananu3 nposenen mo HJI: JIMI-Ne(006440)-(PT-RU)-261124

Page3of 6/ Crp.3 u3 6

5 | Impurities / Ilpumecn

Oxohexanoic acid impurity /

Below LOQ (LOQ = 0.0502 %) /
Hl/l)KC npenena KOJIMYECTBCHHOI'O

Not more than 0.20 %; / He 6osnee

EZLHHH'-{Haﬂ NMpUMECH

omnpenenenus ([TKO = 0.0492 %)

HpHMer OKCOI'€éKCaHOBasa onpezeneHus (HKO =0.0502 %) 0,20 %;
KHCIIOTA
Below LOQ (LOQ = 0.0492 %) /
Any individual impurity / Hipke nipeziena KONMMYECTBEHHOTO | Not more than 0.20 %; / He 6onee

0,20 %;

Below LOQ / Huxe npenena

Total ir£1p urities /- CymMMa | omauectsennoro onpeneneus Not more than 2.0 %. / He 6onee 2,0 %.
npumecein
6 | Unilurmily ol dusage unils / According to the requircments.
OaHopoaHOCTH eTHHHII 38 The Acceptance Value (AV) should be
AO3HPOBAHHA ' less than or equal to 15.0./
B cooTBercTBHH C TPpeOOBAHUAMH.
ITokazarens NPUEMIIEMOCTH (AV)
JoJbkeH OpITh He 6oee 15,0.
Remarks : The Product confirms to ND/: Conclusion : APPROVED / @
IIpumeuanne: I[Iponykt coorBeTcTBYeT TpeboBanmam HJI 3akmoyenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[ToarorosneHo: [Tposepeno: Pravesh IMposepeno (AOK): Pavan (|person / Ono6peno: ObecrieueHne
Yogesh Chauhan Rana ' Kumar Sharma kauecTpa/OTBETCTREHHOE mmo:u’
y 7 f e T )7})/ 07
/- | | 7 p°
Date / Date / Date / Date / h
Jara: 28.10.2025 Hara: 28.10.2025 [ara: 28.10.2025 Jara:

Registered Office: 8-2-327, Road No, 3, Banjara Hilis, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@direddys.com

CIN: L85195AP1934PLCOD4507
www.drreddys.com
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5 . CEPTHOUKAT AHAJIM3A
Product : Skorolox (Loxoprofen) tablets 60 mg
Hpoayxr: Ckoponokc (Jlokconpoden) Tabnerkn, 60 Mr

Market / Poirox Russia / Poccus

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

Cepus N2 i NEsUaoh Pasmep cepun " 2,60,000 Tab

Analytical Repo:'t No/ . 040003147138 Date of Analysis / . 28102025

AHanurHuecKHif oTuet Ne JlaTa anaan3a

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027

JaTa npou3BoacTBa I'onen 1o

Mifg. License No. / MA e #

IIpou3sBoACTBeHHAS : MNB/05/263 S : JII-Ne(006440)-(PT-RU)
omep PY

JuneH3zus Ne

Analysis performed according ND / Anasau3 nposeaen mo HJ/L: JITI-Ne(006440)-(PT-RU)-261124
Paged4of6/Crp.4u3 6

7 | Microbiological purity / Mukpo6uoJiornueckasi 4ucToTa
a) Total Aerobic Microbial Less than 10 CFU/g. / Not more than 10° CFU/g. /
Count / Ob6wee uucio Menee 10 KOE/r. He 6onee 10° KOE/T.
a3pOOHBIX MHKPOOPraHM3MOB
b) Total Combined Yeast and Less than 10 CFU/g. / Not more than 10> CFU/g. /
moulds count / Obuyee uuncno Memnee 10 KOE/T. He 6onee 10? KOE/T.
JIPOMOKEBBIX W TJIECHEBBIX
rpuboB
¢) Escherichia Coli Absentin 1 g./ Shall be absent in 1 g. /
OrcyrctByeT B 1 T, OtcytcTBUE B 1 T
8 | Assay/KonndecrsenHoe 100.3 % 90.0% to 110.0% of loxoprofen
omnpeeeHHe sodium label claim. / Ot 90,0 % no
110,0 % oT HOMHMHAJIBHOIO
coznepxkaHHs JIOKcornpodeHa HaTPHA.
9 Package appearance / 10 tablets in a (OPA/AI/PVC) foil |10 tablets in a (OPA/AI/PVC) foil
Onuncanne 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. /
[To 10 Tabnerok B Onucrep w3 [[lo 10 Tabnerox B Onucrep U3
(OITA/AJITIBX) (OITA/AJUTIBX) dhonbru/anroMUHHEBOMH
¢osbru/anoMHHUEBOH (POBIH. donbru.
Remarks : The Product confirms to ND/ - Conclusion : APPROVED /
Ipumeuanue: I[Npoaykr cooTBetcTByeT TpeboBansm HJL 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMToarorosnexo: [Tposepeno: Pravesh [Tposepeno (AOK): Pavan ||person / Onobpeno: Obecneuenue
Yogesh Chauhan Rana Kumar Sharma, KayecTBa/OTBETCTHEHHOE Muo:,
. b I i X 3
|7// , : J 1IIr ',__.,-"'// TE
Date / Date / Date / Date / —f o~ Lo Y7
Tara: 28.10.2025  ||Mara: 28.10.2025 Jlara: 28.10.2025 Jara: &

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangang, india
Tel: +91 40 4200 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195A4P1584PLC0O04507
www.drreddys.com



Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Soian, H.F., 173 205, IMDIA
Tel : +91 96 ioo 5b001-02
www.drreddys.com

CEPTHOHKAT AHAJIM3A

Product : Skorolox (Loxoprofen) tablets 60 mg

Hpoayxr: Cxoponoke (ﬂoxconpoq)eﬂ) Tabnetku, 60 mr

Market / PoiHox Russia / Poccus

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

Cepus N2 el Pasmep cepun 2,60,000 Tab

Analytical Repo:*t No/ 040003147138 Date of Analysis / 28.10.2025

AHanuTHYeCKHH 0TYeT No JaTa ananusa

Date of Manufacture / 09/2025 Date of Expiry / 08/2027

HaTa npousBoacTBa Toxen no

Mfg. License No. / MA ber: /

IponsBoAcTBeHHAs : MNB/05/263 T number: : JITII-Ne(006440)-(PT-RU)
omep PY

JHneH3us No

Analysis performed according ND / Ananu3 nposeaen no H/I: JIII-N2(006440)-(PT-RU)-261124

PageS5of 6/ Crp.5m3 6

U3 KapToOHa.

[To 1 6nuctepy BMeCTe C TUCTKOM-
BKJ1aAbIIIEM TOMEUIAIOT B MayKy

I[lo 1 Onucrepy BMECTE C JIMCTKOM-
BKJIQ/IBILIEM TOMEIIAIOT B MAYKy M3
KapToHa.

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

Loxoprofen / JlokconpodeH

API manufacturer batch number /
Homep cepnu nponsBoautesisn APC:

LSD-P/25002, LSD-P/25004

FP Manufacturer API Batch number /
Homep cepnu cyocTanuuu npoussoaurens I'JID:

FESA00118, FESA00120

API Manufactured by & country /
IIpouzBoanTteanr A®C, crpana:

Metrochem API Private Limited, India /
Metpokem AIIM Ilpaiiser JIumuten, Munus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanmenuBanue, agpec, aMuensas ais
IlponzBoacTeenHas miuomaaka / Ilnomanka
KOHTpoJIA kavecTBa / Ilnomaaka Beimycka

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) /

H-p Pepnu’c JlaGopatopuc Jlta., Huus,
[IpouzBoacTBeHHOE noapasaencHue-6, Bumn. Kxons,
Hanarapx Poyn, bapnu, Juctpuxt Conan, X.I1., 173205,
Wuaus (muuensus 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 and requirements to the medicinal quality and
with the specifications in the Marketing Authorization dossier of the importing country. Production, packaging and

Remarks : The Product confirms to ND/
IMpumeyanne: [TpooykT cootBeTcTBYeT TpebopaHmsam HJT

Conclusion : APPROVED /
3axkmoyenne: OQJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
INoarorosneHo: [Tposepeno: Pn vesh [Tposepeno (AOK): Pavan ||person / Onobpeno: Obecnieyenue
Yogesh Chadhan Rana Kumar Sharma / KauecTBa/UTBETCTBEHHOE JIHLIO:

// . il
Date / Date / Date / Date / % ~ o~ 075
Jara: 28.10.2025 JHara: 28.10.2025 JHata: 28.10.2025 JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjare Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2992, Email: mail@drraddys.com
CIN: LR51954P1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIM3A

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

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

g7 92166 S600G3-02
T4 Doy Juuliltue

e
el

wwv/.drreddys.cotn

Product : Skorolox (Loxoprofen) tablets 60 mg
| Hpoayk: Ckoponoke (Jlokconpoden) Tabnerku, 60 Mr
Market / Poisok . Russia/ Poccust
Batch No /- *»m=- - Batch Quantity / 2,60,000 tab /
Cepusi N2 2243 Pasmep cepuu 2,60,000 Tab
Analytical Repo:t No/ 040003147138 Date of Analysis / 28.10.2025
ARanuTHYecKHii oTyet Ne Jlara ananusa
Date of Manufacture / 09/2025 Date of Expiry / 08/2027
Jarta mpousBoacTBa T'omen go
Mfg. License No. / MA ber: /
IponsBoacTBenHas MNB/05/263 g gy < JIII-Ne(006440)-(PT-RU)
omep PY
JIHHeH3HsA Ne -
Analysis performed according ND / Anaaun3 nposeaen mo HJL: JITI-Ne(006440)-(PT'-RU)-261124

Page 6 of 6/ CtTp. 6 u3 6

testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is

established».

3ak/I04eHHe 0 COOTBeTCTBHH: «HacTOSILMM s MOATBEP)KAAlD, UYTO MpHUBEAEHHAs Bblile WHOHOPMALHUS SBISETCS
JIOCTOBEPHOM M TOYHOH. DTa cepHs MPOAYKLIUH NPpou3Be/IeHa (BKIIIOYAs YITaKOBKY (MapKMPOBKY) U KOHTPOJIb KauecTBa)
Ha BBILIEYKAa3aHHOIM MpOU3BONCTBEHHOH IUTowanxe (IUIOmaaKkax) B MOJHOM COOTBETCTBHHU ¢ TpeboBaHUAMU [IpaBui
HaJUIeKalled TPOW3BOACTBEHHOH UpPaKkTHKH EBpasuiickoro 3KOHOMHYECKOro coo3a U TpeOOBaHMAMU KOHTPOJIS

KayecTBa JICKAPCTBEHHbIX CpEACTB,

4a TarKKE B COOTBETCTBHH CO cneuudmxaummu,

CoACpIKALLITUMHUCs B

PErucTpauMOHHOM JIOChE€ CTpaHBI-MMIOpPTEpa. 3amucu MO IMPOU3BOACTBY, YNAKOBKE W aHANIM3y MPOBEPEHbl, M
YCTaHOBJIEHO HX COOTBETCTBHE TpeboBaHusM [lpaBun Hamtexaulell Npou3BOJACTBEHHOM mpakTHKH Eppasuiickoro

9KOHOMHYECKOro COr3a».

Remarks : Thé Product confirms to ND/

IMpumeuanne: [IpomykT cooTBeTCTRYCT TpeboBaHmam HJL

Conclusion : APPROVED /
3aknrouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MosrorosneHro: [posepeno: Pravesh ITposepeno (AOK): Pavan ||person / Onobpeno: ObecreueHue
Yogesh Chayhan Rana Kumur Sharna raqee 1 Ba/O 1BE 1 ¢ BEHHOE JTULLO;

Yy ¢ L o = - Q =
Date / Date / Date / Date / e Ao~ Loy
Jara: 28.10.2025 Hara: 28.10.2025 JlaTa: 28.10.2025 JlaTa: )/b

Registered Office: 8-2-337, Road No. 3, Banjaru Hilis, Hyderabad - 500034, Telangana, india
Tel: +61 40 4200 2900, Fax: +91 40 4500 2999, Email: mail@drraddys.com

CIN: L85195/P1984PLCO04507
www.drreddys.com





