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CERTIFICATE OF ANALYSIS
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CEPTUDHUKAT AHAJIM3A

Product : Skorolox (Loxoprofen) tablets 60 mg
[poayrT: Croponoke (Jlokconpoden) Tabnerkn, 60 mr

Market / Poinok

Russia / Poccust

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

Cepus Ne V2502046 Pa3mep cepun 2,60,000 Tab

Analytical Repog‘t No/ 040003148858 Date of Analysis / 28.10.2025
AdanuTMyeckui oTyer Ne JlaTa aHaJIH3a

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

Hara npousBoacTea Togen oo

Mfg. License No. / _ ber: /

IIpon3BOACTBeHHAs MNB/05/263 HOM:;‘“I}Y"L JIII-Ne(006440)-(PT-RU)

JIMneH3us Ne

Analysis performed according ND / Anaans nposeaen mo HJI: JITI-Ne(006440)-(PT-RU)-261124

Page10f6/Crp.1u36

Ne | Test/ Ilokazartens Result / PesyabTaThl 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. / Kpyrneie Tabnetku 6enoro | Kpyrneie tabnerku ot 6enoro go moutu
LIBETA, C pUCKOH Ha OIHOM fenoro 1BeTa, C pPHCKOH Ha OHOM
CTOPOHE W INajikue ¢ IpYyroi CTOPOHE H ITIaJIkue ¢ ApYrod CTOPOHBI.
CTOPOHBI,
2 Identification / UnenTHdukanus
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 | ynepxuBaHus muka Jokconpodena Ha
YAEPKUBAHNS NMHKa | XpoMaTorpaMMe UCMbITYEMOTo PacTBopa
noxconpodena Ha | IOJDKHO  COOTBETCTBOBaTh  BpEMeHM
XpoMaTorpaMme  HMCIIBITYeMOTO | yAEp)KWBaHHA MMHKA Ha XPOMATOTrpaMMe
pacTBOpa COOTBETCTBYET BPEMEHH | CTAHJIAPTHOTO  pacTBOpa  (MCTIBITAHME
YAEp)KUBAHUS M1Ka Ha | «KonuuecTBeHHOE OTIpefiesieHUE).
XpoMarorpaMMme  CTaHAApPTHOrO
pacTBopa.
26 | 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 /
ITpumeuanue: I[pomykr coorBeTcTBYET TpeboanusaM HJT 3akmouenne: OJOBPEHO
Prepared by / Checked by / ||Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToarorosieHo: ITpoeepeHo: Pravesh [Tpoeepeno (AOK): Pavan ||person/ Ono6peno: ObecneueHue
Yogesh Chau,k;an Rana P Kumar Sharma KayecTBa/OTBETCTBCHHOE JIHUIIO:
fV % ‘ } eo—" )
i ' -
Date / Date / Date / Date / =
Jlara: 28102025  ||JTara: 28.10.2025 Tlara: 28.10.2025 Tlara: Borlo -2ens

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +81 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel: +21 8166 56001-02

www drreddys.com

Product : Skorolox (Loxoprofen) tablets 60 mg
Ipoayxr: Ckoponokc (Jlokconpoden) tabaerku, 60 mr

et

‘Market / Poinok .

. Russia / Poccus

BatchNo/ ==~ =t~ g Batch Quantity/ 2,60,000 tab /

Cepus Ne ; Y25UE0ae Pasmep cepun. 2,60,000 Tab

Analytical Repovrt No/ 040003148858 Date of Analysis / 28.10.2025

AnanuTHyeckuii oTuer No Jarta ananuza

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

Jara npousBoacTBa I'ogen no

Mfg. License No. / MA ber: /

IpousBoacTeennas : MNB/05/263 oot : JII-Ne(006440)-(PT-RU)
omep PY

JuneH3us Ne

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

BIXX/ M

Y ®-cnexmpoghomomempusn

chromatogram corresponds to that

in the standard  solution
chromatogram. / Makcumym
TMOTJIOLLEeHHS Y®-criektpa
OCHOBHOT'O HKa Ha
XpoMaTorpaMme  HCIBITYEMOTO
pacTBopa COOTBETCTBYET

MakcUMyMmy mnoriouieHus Y ®-
CIIEKTpa OCHOBHOI'O TIHKa Ha

Page20of 6/ Crp.2 u3 6

shall correspond to that in the standard

solution chromatogram. /

Maxkcumym nornoweHus Y®-cnektpa
OCHOBHOIO IMKa Ha XpoMaTorpamme
HCTIBITYEMOIO pacTBopa JIOJDKEH
COOTBETCTBOBATH MaKCHMyMY
noryioujeHuss Y®-criekTpa OCHOBHOTO
MHKa Ha XpOMaTorpaMMe CTaHZapTHOTO
pactBopa.

XpoMaTtorpaMMe  CTaHAapTHOTO
pactBopa.
3 Water / Boga 4.9 % Not more than 8.0 % / He 6onee 8,0 %
4 Dissolution / PacTBopenue Unit-1/ Tabn.-1 102 % Not less than 75 % (Q) of loxoprofen
Unit2 / Tabn2 98 % sodium in 30 min. /
Unit3 / Ta6n.3 101 % He mMenee /5 Y% () nokconpodeHa
Hatpus yepe3 30 MHH.
Unit-4 / Tabn.-4 100 %
Unit-5 / Tabn.-5 100 %
Unit-6 / Tabn.-6 101 %

Remarks : The Product confirms to ND/
IMpumeyanne: IpoaykT cooTeTcTBYET TpeboBaHMAM HJ|

Conclusion : APPROVED /
3aknaruenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[loarotoenexo: [Tpoeepeno: Pravesh ITposepeno (AOK): Pavan ||person / Onobpeno: Obecnedenne
Yogesh Chauhan Rana /. Kumar Sharma kauecTBa/OTBETCTBEHHOE JIULIO:
V¥~ ; A oz
£/~ 2 1 &
Date / Date / Date / Date / Qo106 2025
Hara: 28.10.2025 Hara: 28.10.2025 Jara: 28.10.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangara, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

i =01 58165 56001-02
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CEPTHOUKAT AHAJIM3A

Product : Skorolox (Loxoprofen) tablets 60 mg
Mpoayxr: Croponoke (Jlokconpoden) rabnerkn, 60 mr

Market / Puinok

. Russia / Poccus

+~-2,60,000 tab /

Batch No/ -~ -~ i Batch Quantity /-

Cepus Ne V2502046 Pazmep cepun 2,60,000 Tab

soalytical RepareNovt 040003148858 Date of Analymist £ G0 0 Sons

AnajiurHyecknii oTuet Ne Jara ananmnza

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

Jara npousBoacrea T'oxen 1o

Mfg. License No. / MA ber: /

IIpou3BOACTBeHHAS :  MNB/05/263 H fiumper: : JITI-Ne(006440)-(PT-RU)
omep PY

JHIeH3usd Ne =

Analysis performed according ND / Asann3 nposeaen mo H/I: JITI-Ne(006440)-(PT-RU)-261124

Page3of 6/ Crp.3u3 6

5 Trﬁﬁﬁes / Ilpumecu
] o ] Below LOQ (LOQ = 0.0502 %) /
gxohexanmc Acid 1mpority /| Hopge Npencna KOMMYCCTBEHHOTO | Not more than 0.20%; / He 6onee
PHMECh  OKCOTEKCAHOBAA | onpenenenus (ITKO = 0.0502 %) |20 %:
KHCIIOTa
Below LOQ (LOQ = 0.0492 %) /
Any individual impurity / | H¥Ke npesena KOTHYECTBEHHOTO |Not more than 0.20 %; / He 6osee
EnuHuuHas npuMecs onpezesnetus (IIKO = 0.0492 %) 0,20 %;
" o - Below LOQ / Hwxe npenena
ot 1rz1pur1tles YMM2 | konHueCTBEHHOIO OMpeNeNeHna | Not more than 2.0 %. / He 6onee 2,0 %.
npumecei
6 | Uniformity of dosage units / According 1o the requirements.
OnHoponHoCcTh eTHHHIL 30 The Acceptance Value (AV) should be
J03HPOBAHHA ' less than or equal to 15.0./
B cooTBeTcTBUH C TpeOOBaHHIMHU.
INoka3zarenn NPUEMIIEMOCTH (AV)
JloIkeH ObITh He Honee 15,0.
Remarks : The Product confirms.to ND/ Conclusion : APPROVED /
Ipumeuanne: [poaykr cootBercTByeT Tpedosaniam HJ 3akmovenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
Ioarorosneno: IMposepeHo: Pravesh ITposepeno (AOK): Pavan |[person / Onobpeno: Obecneuenne
Yogesh Chauh,wﬁ Rana i Kumar ?harma kauecTBa/OTBETCTBEHHOE JIULIO:
4 f =
Date / - Date / Date / Date / lo- 200C
Jara: 28.10.2025 Jlarta: 28.10.2025 Jlata: 28.10.2025 Hara: 37l

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangare, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: LB5195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €i¢

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +51 58166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIM3A

Product : Skorolox (Loxoprofen) tablets 60 mg
| pogyxr: Ckoposoke ( llohuonpotbcm tabnetky, 60 Mr

Market / Poinok . Russia/ Poccnst

Batch No / g ‘ Batch Quantity / - 2,60,000 tab /- -

Cepus Ne | YaouL040 Pa3zmep cepun © 2,60,000 Tab

Analytical RepOft No/ . 040003148858 Date of Analysis / 28.10.2025

AHajsuTHYecKHii oTyer Ne Jara aHaauza

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

Jara nponsBoacrea Tonen xo

Mfg. License No. / MA bers ]

IIpon3BoAcTBEHHAS : MNB/05/263 o e : JITII-Ne(006440)-(PT-RU)
omep PY

JHIEeH3H A No

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

7 | Microbiological purity / MukpoOunoJiornyeckas YHCTOTA

Page40of 6 /Crp.4 36

a) Total Aerobic Microbial
Count / OOwee uHcno
a3pOOHBIX MHKPOOPraHH3MOB

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

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

b) Total Combined Yeast and
moulds count / O6mee uucno
IPONOKEBBIX W ILJIECHEBBIX
rpubos

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

Not more than 10> CFU/g. /
He 6onee 10? KOE/T.

¢) Escherichia Coli

Absentin 1 g./
OrcyrctByeT B 1 T

Shall be absent in 1 g. /
OtcyrctBHE B 1 T

8 Assay / KoandectBennoe
onpeneseHune

99.5 %

90.0 % to 110.0% of loxoprofen
sodium label claim. / Ot 90,0 % 1o
110,0 % oT HOMHHAJIbHOTO
COUCPIKAHMA JUKCULIPUYPICHA HALPUSL.

9 Package appearance /
Onucanne yIakoBKH

10 tablets in a (OPA/AI/PVC) foil

/aluminum foil blister.

1 blister is placed in each carton
together with the package insert. /
IIo 10 Tabnerok B OnucTep u3

(OITA/AJI/TIBX)
(oSIbIH/ATTFOMMHHEBOM (ONBIH.

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

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

Ilo 10 Tabneroxk B Onucrep u3
(OITA/AJI/TIBX) donsru/antoMuHHEBOH
¢ONBru.

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoxykT cooTBeTCTBYET TpeboraHMsIM HJT

Conclusion : APPROVED /
3aknwyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoxrorosieHo: IMpoeepeno: Pravesh IMposepeno (AOK): Pavan ||person / OnobpeHno: ObecneyeHue
Yogesh Chauhan Rana Kumar Sharma kayecTBa/OTBETCTBEHHOE JIHIIO:
,j,( ’ {v Co—r—
¥ Z P a
Date / Date / Date / Date /
Jlara: 28.10.2025  ||/1ara: 28.10.2025 Tara: 28.10.2025 Tlara: 3o-lo- 20K

Registered Office: 8-2-3

37, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drraddys.com

CIN: L85195AP1584PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 €8166 56001-02

www.drreddys.cormn

CEPTHDUKAT AHAJIM3A

Product : Skorolox (Loxoprofen) tablets 60 mg
"Hpoaykr: Ckoponoke (Jlokconpoden) Tabnerku, 60 mr

Market / Poinok . Russia / Poccus

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

Cepns Ne ¥ ¥2e020ae Pasmep cepun 2,60,000 Tab

Analytical Repo:‘t No/ 040003148858 Date of Analysis / 28.10.2025

AnanuTHyeckuii oTuyer No JaTta ananusa

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

JaTta npoun3BoacTBa T'ogen no

Mfg. License No. / MA ber: /

ITpou3BoACTBEHHAs : MNB/05/263 - e . JITI-Ne(006440)-(PT-RU)
omep PY

JHneH3HsA Ne

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

Page50f 6/ Crp.5u3 6

U3 KapTOHa.

[To 1 6aucTepy BMecTe € TUCTKOM-
BKJIAZBIUEM MOMEIIAIOT B MaukKy

I[lo 1 6nuctepy BMECTE C JIHCTKOM-
BKJIQZIBIIIEM TIOMELIAIOT B TMAYKY M3
KapTOoHa.

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

Loxoprofen / JlokcoripodeH

API manufacturer batch number /
Homep cepun nponspoantensa ADC:

LSD-P/25004

FP Manufacturer API Batch number /

FESA00120

Homep cepuu cyGcranuuu npoussoautens I'JID:
API Manufactured by & country /
IIponsBoautens A®C, ctpana:

Metrochem API Private Limited, India /
Mertpokem AIIH [lpaiiser JInmuren, Mnnus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
Haumenoranue, anpec, JHICH3HA 1A
Hpoussoacrsennas wirowaika / Iiomanka
KOHTpoJIst KavyecTBa / [Inomaaka BeinycKa

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 Pennn’c Jlaboparopuc Jlta., Unaus,
[Mpunssogcsennue nugpaspeienue-6, Bumwt. Kxons,
Hanarapx Poyn, banau, Quctpuxr Conair, X.I1., 173205,
Hunus (munensus Ne MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
i, 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/
[Mpumeuanue: [Npoaykr cooteercTByeT TpedosannaM HJI

Conclusion : APPROVED /
3axarouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToarorosneHo: [IpoBepeHo: Pravesh ITpoeepeno (AOK): Pavan ||person/ Opnobpeno: Obecneuenue
Yogesh Chauhan Rana v Kumar Sharma kayecTBa/OTBETCTBEHHOE JIHLO:
[ / ~ ,'! i ‘@‘
Date / Date / Date / Date / sl
Jlara: 28.10.2025 Mara: 28.10.2025 Jlata: 28.10.2025 Hara: Seclo

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 42900 2900, Fax: +91 40 4500 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




‘. ® Dr. Reddy's Laboratories Ltd.

’ y Fermulation Unit-6

Dr. Reddy s ’. Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel; +81 €8166 56001-02

e

CERTIFICATE OF ANALYSIS Wwww.drreddys.com
CEPTUD®UKAT AHAJIN3A

Product : Skorolox (Loxoprofen) tablets 60 mg
| HpogyxT: Croponoke (Jlokconpoden) tabnerkn, 60 mr -

Market / Poinok . Russia / Poccus

BatchNeo /-~ b Batch Quantity 7  2,60,000 tab/

Cepus Ne. .. 5 Vasua0an Pazmep cepun © 2,60,000 Tab

Analytical Repourt No/ . 040003148858 Date of Analysis / 28.10.2025

AHajuTHYeCKMii oTUeT Ne Jdarta ananusa

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

Harta npousBoacTBa I'ogen xo

Mfg. License No. / MA ber: /

IpousBoacTBeHHAS : MNB/05/263 T e JIIT-Ne(006440)-(PT"-RU)
omep PY

_JHnenzus Ne

Analysis performed according ND / Anaaus nposez[eﬂ no H/{: JITI-Ne(006440)-(PT-RU)-261124

Page 6 of 6/ CTp. 6 u3 6
testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is
established».
3akmouyeHHe o coorBercTBHH: «HacrosiuM s moATBepkaato, YTO MpHBENCHHAs Bblle WHGOPMALUsA sBseTCS
JIOCTOBEPHOH M TOUHOM. DTa cepHs NPOAYKLHH MPOHU3BeJeHa (BKIIIOYas YIaKoBKY (MapKHPOBKY) H KOHTPOJIb Ka4ecTBa)
Ha BbILIEYKa3aHHOH NPOU3BOACTBEHHOH IUTOLIaAKe (IUIOLAAKAX) B IOJHOM COOTBETCTBUH ¢ TpeboBaHusmu [lpasun
Hajlexalled MpoM3BOACTBEHHOH NpakTHKH EBpasuiickoro 5KOHOMHYECKOro cotoza M TpeGOBaHMAMH KOHTPOJS
Ka4yecTBa JIEKAPCTBEHHBIX CpPEACTB, a TaKke B COOTBETCTBUHM CO cheLU@HUKALMAMY, CONEPKALIUMHCA B
PETHCTPALIMOHHOM [OChE CTPaHBI-UMIIOPTEpa. 3alMCH O NPOM3BOACTBY, YMAKOBKE U aHANM3y MPOBEpPEHBI, H
YCTAHOBJIEHO MX COOTBETCTBHE TpeboBanusaM [IpaBun Hamlexalueif NMpoW3BOACTBEHHOM NpakTHKH EBpasuiickoro
9KOHOMHHYECKOTO COFO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpogykT cooTBeTCTRYET TpeborarusaM HJI 3aknouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoarorosneHo: Iposepeno: Pravesh [Mposepero (AOK): Pavan ||person / Onobpeno: O6ecneyenue
Yogesh Chaulan Runa ) Kumar Sharma kadec1sa/OTBETCTBEHHOE JIMIIO:

) 7 (/ T @

[ o3 il
Date / Date / Date / Date /

10 200K

Hara: 28.10.2025 Hara: 28.10.2025 Hara: 28.10.2025 Hara: Jorto- 20

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Felangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd.

Fermulation Unit-6
Viill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

—i. 1 oanc 100
Tel:+51 55166 56001 0

CERTIFICATE OF ANALYSIS wwuw.drreddys.corn

CEPTH®HUKAT AHAJIM3A

Product : Skorolox (Loxoprofen) tablets 60 mg
IIpoayk¥: Ckoponokc (HoxconpO(j)eH) Tabnetky, 60 mMr

Market / Pornox

Russia / Poccust -

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

Cepust Nt Ve0zhed Pasmep cepun 2,60,000 Tab

Analytical Repo‘f't No/ 040003147119 Date of Analysis / 28.10.2025

AHAJIMTHYECKHH oTueT No Jara ananusa

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

Jara npou3BoicTea T'ogen no

Mfg. License No. / MA ber: /

Ilpon3BOACTBeHHAs MNB/05/263 H e : JITI-N2(006440)-(PT-RU)
omep PY

JuueH3un Ne

Analysis performed according ND / Ananu3 ni);)f;eneﬂ o HJI: JITI-Ne(006440)-(PI"-RU)-261124

Pagelof 6/ Crp.1mu36

Ne | Test/Iloka3arean

Result ;ﬁ’?ﬂy.m:TaTbl

Specnﬁcatlon / Hopma

1 Appearance / Onuncanune

Round white tablets scored on
one side and plain on the other
side. / Kpyrnbie Tabnerku Gesoro
LBETa, C pUCKOM Ha OIHOMN
CTOpOHE U IJIajIkHe ¢ APYron
CTOPOHBI.

Round white to off-white tablets scored
on one side and plain on the other side. /
Kpyrnble Tabnetku oT 6€10ro 40 MoyTH
femoro 1BeTa, ¢ pPUCKOW Ha OIHOM
CTOpPOHE U MAKUE C APYTOi CTOPOHBI.

2 | Identification / MnenTHpHKanHA

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). / Bpewms
chromatogram. / Bpems | ynepxxupanus nuvka nokcornpodeHa Ha
YAEPKHUBAHUS nHKa |XpoMaTorpaMMe MCTBITYeMOro pacTBopa
nokconpodena Ha | IOJDKHO  COOTBETCTBOBAaTh  BPEMEHHU
XpoMarorpaMMe  HCIBITYEMOTO | yAep>KHBaHMA MHKa Ha XpoMaTorpamme
pacTBopa COOTBETCTBYET BpEMEHH | CTAaHAApPTHOrO pacTBopa  (HCIIBITaHHE
YAEpPKUBAHUS nMKa Ha | «<KonmuuecTBeHHOE ONpeeneHre»).
Xpomarorpamme  CTaHAApTHOTO
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/
ITpumeuanue: [Ipogykt cooTBeTcTBYET TpeboBanmsM HJJ

Conclusion : APPROVED /
3akawuyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToAroToBIEHO: IIposepeno: Pravesh [Mposepeno (AOK): Pavan |[person/ Onobpeno: Obecrneuenue
Yogesh Chauhan Rana _ ﬂ Kumar Sharma kayecTBa/OTBETCTBEHHOE JIHIO: A
w ’ < ' /‘”: : ‘_ g f{

I 7 / = ‘ ‘\ H’/

o X 7
Date / Date / Date / Dale / S _ s
Jata: 28.10.2025 Jata: 28.10.2025 Tata: 28.10.2025 Jlata: 7/&—" °

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

CIN: L85195AP1984PLC004507
www.drreddys.com

Tel: +91 40 2200 2900, Fax: +91 40 4900 2999, Email: mail@dr reddys.com




Dr.Reddy’s ":.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

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

Vill. Kho!, Nalagarh Road, Baddi,
Disti. Solan, H.F., 173 205, iNDIA
81i6€ 5e001-02

Taai » L0 O
18 W o

wwiw drreddys.corm

Product : Skorolox (Loxoprofen) tablets 60 mg

| IIponyx*: Ckoponokc (Hoxconpod)eﬂ) Tabnerku, 60 Mr:-

Market / Poinox

Russia / Poccus

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

Cepun Ne V2502044 Pasmep cepun 2,60,000 Tab

Analytical Repovrt No/ 040003147119 Date of Analysis / 18.10.2025
AHajguTHYeckmii oTueT Ne JaTa aHaian3za

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

Jara nponsBoacTea Tl'onen go

Mfg. License No. / MA ber: /

IIpon3BoACTBeHHAs MNB/05/263 HOMZ“’I‘,‘YH' JITI-Ne(006440)-(PT-RU)
| ImeH3H A Ne P

Analvs1s_performed according ND / AHaaus HpOBeIIeH o HJI: JITI-Ne(006440)-(PI'-RU)-261124

|

Page2of 6/ Crp.2 3 6

| Y®-cnexmpogomomempus chromatogram corresponds to that | shall correspond to that in the standard
BOXX/ JIMIT in the standard  solution | solution chromatogram. /
ahifomatgran. ° Massmii Makcumym mnornowenuns Y ®-cnekTpa
[OTJIOLLIEHUS Y®-cniektpa
OCHOBHOIO MHKa HA4 XpOMaTorpamme
OCHOBHOI'O MuKa Ha
HUCIBITYEMOTO pacteopa JOTKEH
XpOMATOrpaMMe  HCIBITYEMOIO
COOTBETCTBOBATH MaKCHMYMY
pacTBopa COOTBETCTRYET
noryomeHuss Y ®d-criekTpa OCHOBHOTO
MakcuMyMy norioueHus Y-
MHKa Ha XpOMAaTorpaMMe CTaHJapTHOTO
CIIEKTpa OCHOBHOTO THKa Ha
pacTBopa.
XpoMatorpamMMe  CTaHJapTHOIO
pacTBopa.
3 Water / Boga 4.7 % Not more than 8.0 % / He 6onee 8,0 %
4 | Dissolution / PacTBopenue Unit-1 / Ta6n.-1 92 % Not less than 75 % (Q) of loxoprofen
Unii2 / Ta6n.2 4 9% sodium in 30 min. /
. ITc mcuce 75 Jorconpodena
Unit-3 / Tabm.-3 96 % > % (Q) pod
HaTpHs 4yepes 30 MHH.
Unit-4 / Tabn.-4 97 %
Unit-5 / Tabn.-5 97 %
Unit-6 / Tabn.-6 95 %
IRemarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: [IpoaykT cooTBeTCcTBYET TpeboBanusM HJI 3axknouyenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToxroroBieHo: ITposepeno: Pravesh Iposepeno (AOK): Pavan  ||person / OnoGpero: Obecneuenue
Yogesh Chauhan Rana 7/ Kumar Sharma kauecTBa/OTBETCTBEHHOE JIHIIO: b/
Y i % A e i
|“v' /5// C “‘\ P_,/;:',”: i C %1
- & e
Date / Date / i Date / Date / % —lo— ww
Jara: 28.10.2025 Hara: 28.10.2025 Hara: 28.10.2025 Hara:

Registered Office: §-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangang, india

Tel: +91 40 4200 2900, Fax: +91 40 4500 2999, Email: mail@drraddys.com

CIN: L85185AP1834PLCO04507
www. drreddys.com




[ X3 Dr. Reddy's Laboratories Ltd.
.. Fermulation Unit-6

| ?
Dr’ Reddy S ‘. Vill. Kho!l, Nalagarh Road, Baddi,

Distt. Solan, H.P,, 173 205, INDIA
Tal 1 +01 88166 56001-02
CERTIFICATE OF ANALYSIS  Www.drreddys.com
CEPTHO®HUKAT AHAJIM3A
Product : Skorolox (Loxoprofen) tablets 60 mg
 Ipoayks: Croponokc (Jlokconpoden) Tabnerku, 60 Mr

Market / Poinok . Russia / Poccus

BatchNo /- -2t ] Batch Quantity /> -~ 2,60,000 tab /

Cepus Nt mste i _¥250204d Pa3mep cepuu ©2,60,000 Tabd

Analytlcal Repovrt No/ . 040003147119 Date of Analysis / 28.10.2025

AHajquTHAYecKHii oTuer Ne Jara ananu3za

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

Jara nponsBoacrea I'oxen go

Mfg. License No. / MA ber: /

IIpou3BoACTBeHHAN : MNB/05/263 H gt ol JITI-Ne(006440)-(PT"-RU)
omep PY

JIHnen3H st Ne -

7Analysis s performed according ND / AHann3 nposenen no HJI: JITI-Ne(006440)-(PI'-RU)-261124
Page30of 6/ Crp.3 136

5 InTpurities / Ilpamecn

) o ] Below LOQ (LOQ = 0.0502 %) /
Oxohexanoic actd impurity / | Hyxe lipe/ie/ia KOJIMYECTBEHHOIO | Not more than 0.20 %; / He 6onee

IMpumecs OKCOTreKCaHoBas | onpenenenus (KO = 0.0502 %) | .20 %:
KHCI0Ta ’ ’

Below LOQ (LOQ = 0.0492 %) /

Any individual impurity / | H¥xe npenena KonudecTBEHHONO | Not more than 0.20 %; / He Gomee
ERuHMuHas npuMech onpezesenus (IIKO = 0.0492 %) | 20 %:

. o Below LOQ / Hwxe npenena
Total impurities / CyMMa | wonuuecteentioro onpenenienns | Not more than 2.0 %. / He Goree 2,0 %.

npuMecen
6 Unifuormity of dusage units / Accundiug o e teyuitetieuts,
OxHopoaHocTh eNHHHIL 50 The Acceptance Value (AV) should be
J03HPOBAHHUSA ) less than or equal to 15.0./
B cooTBeTcTBHE € TpeOOBaHHUIMH.
ITokazatens  NMpPHEMIIEMOCTH (AV)
NOJKEH OBITh He Gonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Tpoaykr coorsercrayer Tpedopanuam HJ| 3akaouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moaroropneno: [TpoBepeHo: Pravesh [posepeno (AOK): Pavan ||person / OnobpeHo: ObecnieueHne
Yogesh Chauhan Rana Kumar Sharma KadecTBa/OTBETCTBEHHOE JIMLO:
v | Vo ot ;
Date / - Date / Date / Date / e — s
|Hara: 28.10.2025 Iara: 28.10.2025 Jlata: 28.10.2025 Iara: —A "‘ ©

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85195A4P1984PLC0O04507
www.drreddys.com



Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Fermulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
168166 5e001-02
www.drreddys.com

Tel s 42

CEPTHDOUKAT AHAJIM3A

| Product : Skorolox (Loxoprofen) tablets 60 mg
IpoayxT: Ckoponokc (Hoxconpocbeﬂ) Tabnerku, 60 mr

Market / Poinok

: Russia / Poccust

+2,60,000 tab /

Batch No/ - V2502044 Batch Quantity /

Cepus Ne Pa3mep cepun 2,60,000 a6

Analytical Repovrt No/ - . 040003147119 Date of Analysis / . 28.10.2025

Ananarmyeckuii oryer Ne JlaTa anann3a

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

Jara npousBoacTea T'open no

Mfg. License No. / MA ber: /

IlpoH3BOACTBEHHAS :  MNB/05/263 5 ol : JIII-Ne(006440)-(PT-RU)
omep PY

| anuensus Ne

Analysis performed according ND / Anasm3z npoBeaen mo HJI: JITI-Ne(006440)-(PT'-RU)-261124

Page4of 6/ Crp.4 3 6

7

Microbiological purity /

Mukpo6HoJiornueckasi YHCTOTA

Less than 10 CFU/g. /

Not more than 10°* CFU/g. /

a) Total Aerobic Microbial
Count / Ofwee uucO
a3poOHBIX MHKPOOPraHM3MOB

Meunee 10 KOE/r.

He 6onee 10° KOE/T.

b) Total Combined Yeast and
moulds count / O61uee 4yMucio
JPOXCKEBBIX H  IUIECHEBBIX

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

Not more than 10> CFU/g. /
He 6onee 10° KOE/r.

Onucanne ynakoBKH

/aluminum foil blister.

1 blister is placed in each carton
together with the package insert. /
ITo 10 Tabnerok B Onucrep u3
(OTIA/AJI/TIBX)
(GOoJIBTH/anOMUEHEBOH (OJIBIH.

rpubos
¢) Escherichia Coli Absentinl g./ Shall be absentin 1 g. /
OrcyrerByer B 1 T. OtcyrctBue B 1 1.
8 | Assay/KoanuecTrBeHHOE 98.0 % 90.0 % to 110.0 % of loxoprofen
onpejejeHue sodium label claim. / Ot 90,0 % no
110,0 % oT HOMHHAJIBHOIO
coziep>kKaHMs JTIOKconpodeHa HaTpHs.
Q Package appearance / 10 tahlets in a (OPA/AI/PV(C) foil |10 tahlets in a (OPA/AI/PV()  fail

/aluminum foil blister.

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

I[lo 10 Tabnetok B Onucrep U3
(OITA/AJI/TIBX) ¢onbru/amroMHUHAEBOR
donbru.

Remarks : The Product confirms to ND/
ITpumeyanue: [TponykT coOTBETCTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3akawuenue: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToaroTosneHo: [NpoBepeno: Pravesh Tposepero (AOK): Pavan ||person / Ono6peno: Obecnieuene
Yogesh Chauhan Rana Kumar Sharma’ KauecTBa/OTBETgRBEHHOE mmo:}
Y = S WV
/e P = ‘GB 9 4
Date / Date / | Date / Date / o~ 2w
Hara: 28.10.2025 Hara: 28.10.2025 Hara: 28.10.2025 Hara: )’?D

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

31 96166 5600102

Tei: +51 95106 56

www.drreddys.com

CEPTHUDHKAT AHAJIM3A

Product : Skorolox (Loxoprofen) tablets 60 mg
| Ipoaykx: Ckoponoke (Jlokconpoden) Tabnerkn, 60 mr

Market / Poinok . Russia / Poccus

Batch No/ et e Batch Quantity 7 2,60,000 tab/

Cepus N2 R Pasmep cepun 2,60,000 Tab

Analytical Repovrt No/ 040003147119 Date of Analysis / 28.10.2025

AHanuTHYeCKHI oTueT No JlaTa ananm3a

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

Jara npousBoacTBa Toxen go

Mfg. License No. / MA ber: /

Ipou3BoACTBEHHAS : MNB/05/263 o umber: JIII-Ne(006440)-(PI-RU)
omep PY

JHneH3u s Ne

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

PageSof 6/ Crp.5m3 6

H3 KapTOHa.

Mo 1 6nucTepy BMeECTE € JIMCTKOM-
BKJIaJIbILIEM TMOMCIIAKOT B MA4Ky

[Io 1 6awcrepy BMecTe C JIHCTKOM-
BKJIQABIIEM [MOMEUAIOT B TMAYKy M3
KapTOHa.

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

Loxoprofen / Jlokconpoden

API manufacturer batch number /
Homep cepun nponspogutens ADC:

LSD-P/25002

FP Manufacturer API Batch number /
Homep cepun cydcranunn nponssogurens IJIdD:

FESA00118

API Manufactured by & country /
Ipoussoaurens APC, crpana:

Metrochem API Private Limited, India /
Metpokem AIIH Ipaiiser Jinmuten, Unaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
Haumenaranue, aapec, THIEHIHA [LTH
IIponzsoacreennas nuomaaka / Ilnomanka
KOHTPOJIst KavyecTBa / [lnomanka Beinycka

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) /

JT-p Pennw’c Jlaboparopuc JiTn., Uanua,
IIpouspoacTeenHoe noapasaenenue-6, Buiul. Kxoib,
Hanarapx Poyn, bapnu, Auctpuxt Conan, X.I1., 173205,
WNupus (mmiensng 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/ Conclusion : APPROVED /
Ipumeuanue: [Tpoaykr cooTBeTcTBYET TpeboBaHuAM H/I 3akmosenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
Moarorosnexo: [Mposepeno: Pravesh ITpoeepeHo (AOK): Pavan ||person / Ono6peHo: ObecriedeHue
Yogesh Chaphan Rana Kumar Sharnja hal{ccma/OTBeTCT Huoe Jmuo
y : g "
v / o
Date / Date / Date / Date /
o~ W
Jlata: 28.10.2025  ||Jlara: 28.10.2025 Jlara: 28.10.2025 Tlata: 7 4 ¢

Registered Office: 8-Z

-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, india

Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




‘.0 Dr. Reddy's Laboratories ttd,

K °® Formulation Unit-6

Dr. Reddy s » Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tei - 101 98166 56001-02

CERTIFICATE OF ANALYSIS Www drreddys.com
CEPTHUDHKAT AHAJIU3A

Product : Skorolox (Loxoprofen) tablets 60 mg
HpoayxT: Ckopoioke (ﬂor\conpogj)en) Tabnerkm, 60 Mr

Market / Poinok . Russia/ Poccus
Batch No/ r Batch Quantity / _ 2,60,000 tab /
Cepust N  Vaa0abdA Pa3mep cepun " 2,60,000 Tab
Analytical Repo‘}'t No/ . 040003147119 - Date of Analysis / 28.10.2025

| AHajuTHYecKHii oTyeT No Jara ananuza
Date of Manufacture / - 09/2025 Date of Expiry / . 08/2027
Jara npousBoicraa I'onen 1o
Mfg. License No. / -_ ber: /
Tpou3BOACTBEHHAS : MNB/05/263 H B : JIII-Ne(006440)-(PT-RU)

omep PY

JaHneH3us Ne

Analysis performed according ND / Apanu3 nponeuéﬁ o HJ/I: JITI-Ne(006440)-(PI'-RU)-261124

Page 6 of 6/ CTp. 6 M3 6
testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is
established».
3akarouenne o cooTBercTBHH: «HacTosAlMM s NOATBEp)KIAK, YTO MPUBEICHHAS Bbllle MHPOPMALIUS SBJISETCA
JIOCTOBEPHOH M TOUHOH. DTa cepusl NpOooYKLIUH [TPOU3BeIeHa (BKIIOYast YaKOBKY (MAPKHUPOBKY) M KOHTPOJIb KAuecTBa)
Ha BBIILEYKAa3aHHOHW NPOW3BOACTBEHHOH IUoMiajike (TUIOLaaKaX) B MOJIHOM COOTBETCTBHHM ¢ TpeboBaHUsAMH [IpaBui
HaJuleXalled MPOU3BOJCTBEHHOH MNpakTHKH EBpa3uiicKOro 3KOHOMMYECKOrO COr3a M TPeOOBaHUSAMH KOHTPOJIS
KauecTBAa JIEKAPCTBEHHBIX CPEACTB, a TaKkKe B COOTBETCTBUM CO cCHEUMPHKAUMAMU, COIOCPIKALIMMUCSA B
PErUCTPAlMOHHOM JOChE CTPAaHBI-UMIIOpPTEpa. 3alMCH MO NPOM3BOACTBY, YMAKOBKE M aHANW3y MPOBEPEHbI, W
YCTAQHOBJICHO HMX COOTBeTCTBHE TpebopaHusaMm [IpaBun Haanexauieil NMpoM3BOACTBEHHON npakTHkH EBpaszuiickoro
SKOHOMHYECKOro COI03ay.

Remarks : The Product confirms.to ND/ Conclusion : APPROVED /
[Mpumeuanue: [Mpoaykr coorsercTByeT Tpeboanmsm HJ[ 3akmoydenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToarorosneHo: [Tposepeno: Pravesh [posepero (AOK): Pavan ||person / Onobpeno: ObecneyeHue
Yogesh Chauhan Rana , £ Kumar Sharma kavectBa/OTBETCTERHHOE JTHIO;-
v ‘ At ="

4 e V
Date / Date / Date / Date / o~ Lo
JlaTa: 28.10.2025 Hara: 28.10.2025 JHara: 28.10.2025 JaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Jelangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85195AP1584PLCO04507
www.diteddys.com





