Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Disti. Sotan, H.P., 173 205, INDIA

- < & Fil QR
Te 140128166 5E00L-02

www.drreddys.corm

o CEPTHDHUKAT AHAJIM3A
Product : Skorolox (Loxoprofen) tablets 60 mg
ITpoayxT: Croposokc (Jlokconpoden) Tabnetkn, 60 Mr

Market / Poinok . Russia / Poccus -
Batch No/ Batch Quantity/ 260000 tab/
Cepus Ne VSl Pasmep cepun 260000 Tab
Analytical Repovrt No / . 890001829467 Date of Analysis / (13/08/2025)
| AHauTHYECKHIE oTyeT Ne Jlara anaau3a
Date of Manufacture / 07/2005 Date of Expiry / 06/2007
Jdara npoussoacTea I'ogen mo =
Mfg. License No. / T ber:/
ITpousBoAcTBeHHAS : MNB/05/263 i MURIENER: : JITI-Ne(006440)-(PT-RU)
omep PY
JIHHeH3ust Ne

| Analysis performed according ND / Anaaus nposesen o HJI: JIII-Ne(006440)-(PT-RU)-261124

Page 10f6/Crp.1u36

Ne | Test/ Ilokaszarenn

| Result / PezyabTarsl

: Specific;tion / Hopma

1 Appearance /Onucanne

Round white tablets scored on
one side and plain on the other
side. / Kpyrnsie Tabnerku Oesoro
1BeTa, C pUCKOH Ha omHOH
CTOpOHE W TIajKue C APYro#
CTOpPOHBI.

2 | Identification / f/IneHan)mcaunﬂ

Round white to off-white tablets scored
on one side and plain on the other side. /
Kpyrnble Tabiaerku ot 6eqoro OO MouTH
Oenoro 1BeTa, C PHWCKOM Ha OJHOH
CTOPOHE H I'JIAJIKMe C APYroi CTOPOHBL

2a | HPLC/BOXX

The retention time of loxoprofen

peak i the test solution
chromatogram corresponds to that
in the standard  solution
chromatogram. / Bpems
YAEpKUBAHHUA nuKa
JokconpodeHa Ha
XpOMaTOrpaMMe  MCIBITYEMOro
pacTBOpa COOTBETCTBYET BPEMEHH
YA€ pHKHBAHHUA nvKa Ha
XpoMaTorpaMMe  CTaHAapTHOro
pacTBopa.

The retention time of loxoprofen peak in
the test solution chromatogram shall
correspond to that in the standard solution
chromatogram (Assay test). / Bpems
yAepkUBaHHS MHKa JokconpodeHa Ha
XpoMaTorpaMMe HCIBITYEMOro pacTBOpa
JOJDKHO ~ COOTBETCTBOBATH  BpeMeHH
yAepXKUBaHUS MHKa Ha XpOMAaTOrpamme
CTaHAApTHOO pacTBOpa (MCHbITAHHE
«KonuuecTBeHHOE OMpeeieHHE).

Remarks : The Product confirms to ND/
IIpumeuanmne: [IpoaykT cooTBeTcTBYeT Tpebopanusm HJT

Conclusion : APPROVED /
3akmogenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Rama Kant ¢ ITpoeeperoPardeep Kumar | OnoGpeno: Meremxep / Pygosoaurens
[M U\ Z Amit Kumar N—
A = ==
Date/ \ Date/ Date/
JaTa:13.08.2025 JlaTa:13.08.2025 Jara: 13.08.2025

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@drreddys.com

CIN: L851954P1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.7., 173 205, IINDIA
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Product : Skorolox (Loxoprofen) tablets 60 mg
IIpoayxr: CropoJiokc (Hoxconpod)eﬂ) tabnerku, 60 Mr

Market / Prinok

- Russia / Poccus

Batch No/ 3 Batch Quantity/ 260000 tab/

Cepun N2 § SEEDIGS Pasmep cepumn © 260000 Tab

Analytical Repovrt No / . 890001829467 Datc of Analysis / . (13/08/2025)

AHaTHTHYeCKHH oTyeT Ne Jara aHaau3a

Date of Manufacturc / - 07/2025 Datc of Expiry / 06/2027

Hara npoussoacrea = T'oxen o

Mfg. License No./ == ber:/

IlponsBoacTBenHAs : MNB/05/263 = i : JITI-Ne(006440)-(PT"-RU)
omep PY

nunen3ns Ne

Analysis performed according ND / Anasu3 npoeaen nmo HJI: JITI-Ne(006440)-(PT'-RU)-261124

2b

Page 2 of 6 /Crp. 2 13 6

b | UV s pectro photometry
HPIC/DAD J
Y D-cnexmpogpomo mempusn

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

BOXX/ [IMI] in  the standard  solution
| chromatogram. / MakcuMym
: TOr IOLIEHHUS V®-cniekTpa
. OCHOBHOT'O THKa Ha

XpOMaTorpaMMe  HCIIbITYEMOro
pacTBopa COOTBETCTBYET

MakcUMyMy noryouieHus YO- |

CMEKTpa OCHOBHOI'O TMHKa Ha
XpoMaTorpamme  CTaHAApPTHOrO
pacTBopa.

UV absorption maximum of the main
peak in the test solution chromatogram
shall correspond to that in the standard
solution chromatogram. / Maxkcumym
norsjomennst Y®-crnekTpa OCHOBHOTO
IMKa Ha XpOMaTOrpamMMe HCIBITYEMOro
pacTBopa [JO/DKEH COOTBETCTBOBATH
MakcuMymy nornoiueHus Y ®-cnektpa
OCHOBHOrO IHMKa Ha XpoMaTorpaMme
CTaHAApTHOTO PacTBOpa.

Water / Bona

4.7%14.7%

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

Unit-1/ Ta6bn.-1 101 %
Unit-2/Ta6n.-2 100 %
Unit-3 / Tabn.-3 101 %
Unit-4 / Tabn.-4 100 %
Unit-S / Tabn.-5 104 %
Unit-6/ Tabn.-6 102 %

Not less than 75 ¢
sodium in 30 min. /

% (Q) of loxoprofen

He menee 75 % (Q) nokcompodeHa
HaTpus 4epe3 30 MHH.

Remarks : The Product confirms to ND/

IIpumeuanme: [IponykT cooTBeTcTBYET TpeboBanmsm HJI

Conclusion : APPROVED/
3akaogenne: OJJOGPEHO

Prepared by /
IMoarorosneno: Rama Kant

Tyl
D

Checked by /
BepeHo:Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menenusep / PyKOBOZ[PlTeIIL
Amit Kumar /\...-»

Date /
JlaTa:13.08.2025

-
Date/

Hata:13.08.2025

Date /
Jara: 13.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hifls, Hyderabad - 500034, Telargana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L.851954P19%4PLCLU0##507

www.drreddys.com




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
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CEPTHUOHKAT AHAJIU3A

[ Product z Skorolox (Loxoprofien) tablets 60 mg
Hpoavm‘ _CxopoJiokc (Hoxconpod)eﬂ) Tabserky, 60 Mr

Market / I’blHOK Russia / Poccis E
Batch No / ; Batch Quantity / 260000 tab/
Cepus Ne i Pasmep cepun - 260000 Tab
Analytical Report No/ 890001829467 Date of Analysis / (13/08/2025)
AHaquTH4ecKH ii oTyeT No JlaTa aHaau3a
Date of Manufacture / - 07/2025 Date of Expiry / . 06/2027

Jlata npou3BoacTBa T'onen mo

| Mfg. License No. / MA ber:/ I
TlpouseoacTBenHAs : MNB/05/263 WIS : JITI-Ne(006440)-(PT-RU)

| Homep PY |

JMHueH3Hs Ne | .
Analysis performed according ND / Auanms nposenen mo HJI: JITI-Ne(006440)-(PT'-RU)-261124 ]

Page30f6/Ctp.313 6

i' 5_-ﬂpﬁrities fil I[Ipumecn
. . . . = = 0
Oxohexanoic acid impurity / | Below LOQ (LOQ = 0.0502 %)/ Ne# miste W 020%: | He Gonss
[Mpumecs okcorexcaHoBas | Hwke npenena konuuecTBeHHOro 020 %:
KUCIIOTA onpenenenus (ITKO = 0.0502%) : =
—— - .
Any individual impurity / ]Elelow LOQ (LOQ =0.0492%) / Not more than 0.20 %; / He 6osnee
B WKe MpejieNa KOMMHECTBEHHOrO | o n ) o
onpenenenus (ITIKO = 0.0492%) ’ ’
1
I . —
Total nzlpunnes /' Cymma | Below LOQ / Hmwke mnpenena Not more than 2.0 %. / He Gonee 2,0 %.
npuMecer KOJINYECTBEHHOT'O OnpeiesieHus
6 | Uniformity of dosage units/ According to the requirements. .
OaHopoaHoCTh €THHH IY 27 The Acceptance Value (AV) should be
JO3UPOBAHHS ' less tham or equal to 15.0. /
B cooTtBeTcTBHH ¢ TpebOBaHHAMM.
INoka3aTens MPUEMIIEMOCTH (AV)
JoJpkeH ObITh He bosee 15,0.
| 7 | Microbiological purity / MukpoGuoaorayeckas 4YHCTOTA
a) Total Aerobic Microbial Less than 10 CFU/g. / Not more than 10° CFU/g. /
Count / Obuee uncno Menee 10 KOE/F. He 6onee 103 KOE/T.
a3poOHbIX MUKPOOPraHU3MOB
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam HJJ 3akimouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IloaroroeneHo: Rama Kant

IIporepeHo:Pardeep Kumar

OnobpeHo: Menemxep / Rykosonmenb

2 \,U ﬁ B Amit Kumar /\r/
Date/ Date/ Date/
JaTta:13.08.2025 JaTa:13.08.2025 Jara: 13.08.2025

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@drreddys.com
CIN: L851954P1984PLCO04507

www.drreddys.com



Dr. Reddy's Laboratories Ltd.

Qe
/ 9 Formulation Unit-6
Dr.Reddy S ‘-. Vill. Xhol, Nolagarh Road, Baddi,
Distt. Solan, HP., 173 205, INDIA
Tel L +91L 28166 5600102
CERTIFICATE OF ANALYSIS ., drrea'dys.corn
. CEPTHDHKAT AHAJIM3A
Product 2 Skorolox (Loxoprofen) tablets 60 mg

Ipoaykt Croposokce (Jlokconpoden) Tabretku, 60 mr

Market / FPrinok - Russia / Poccns L . =
Batch No/ - V2501603 Batch Quantity / : 260000 tab /

Cepua N2 _ st | Pasmep cepun 260000 Tab

Analytical Repourt No/ . 890001829467 Date of Analysis / . (13/08/2025)
AHaanTHYeckuii orgyer Ne Jata ananansa

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

ara npoH3BoacTBa = = — T'onen mo

Mfg. License No./ MA number:/

IIpon3BoAcTBEHHAR : MNB/05/263 | Homep PY ) : JIII-Ne(006440)-(PI"-RU)

| THnen3nsi Ne _ .
| Analysis performed according ND / Anaan3 nposeaed no HJI: JITI-Ne(006440)-(PI'-RU)-261124 |

Page 4 of 6/ C1p. 4 u3 6

| b) Total Combincd Yeast and Less than lo CFU/g, / Not more than 10> CFU/g. /
. moulds count / Obiee u1cno Menee 10 KOE/r. He 6onee 102 KOE/T.
-' OPOXOKEBBIX W IUIECHEBbIX
rpuboB
c) Escherichia Coli Absentin 1 g./ Shall be absent in 1 g. /
OrcyrcTByeTB 1T. ' OtcyrcTBre B 1 T.
8 | Assay / KosmuecTBennoe 1000 % 90.0% to 110.0% of loxoprofen
ompejeJieHne sodium label claim. / Ot 90,0 % no
| 110,0 % oT HOMMHAIBHOIO
; | cozepaaHHsa JIoKConpodeHa HaTpusl.
9 | Package appearance / | 1o tablets in a (OPA/AVPVC) foil |10 tablets in a (OPA/AV/PVC) foil
| OnncanHe 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. /
[lo 10 Tabnerox B 6mmcrep w3 [[lo 10 rabretoxk B Onucrep 3
(OITA/ATI/TIBX) (OTTA/AJI/TIBX) dosibru/aiioMUHHEBOH
doneru/antoMuHueBoH Gonbru. onbru.
[To 1 6mucTtepy BMecTe ¢ ucTkoM- |([lo 1 6muctepy BmecTe ¢ JIMCTKOM-
BKJIQ/IBILIIEM MOMELIAOT B MayKy |BKIajbllleM [OMEILAT B MAauky U3
M3 KapTOHa. KapTOHa.
API name (INN) / Haumenosanne AD®C (MHH): | Loxoprofen / Jlokconpoden
Remanks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIponykr coorBeTcTBYeT TpebGoBanusm H]J 3aknwyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/

IToarorosneno: Ramak ant r [Tpoeepeno:Pardeep Kumar | Ogobpeno: Menenuep / PykoBoaurens
@AL\J’L/’/ Amit Kumar /\ e :

Date/ " Date/ Date/
JaTa:13.08.2025 Jlata:13.08.2025 Jlara: 13.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195A4P1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd

’ Q‘.‘..
Formulation Unit-6
Dr.Reddy s . Vill. Khol, Nalagarh Road, Baddi,

Disi.. solan, HF, 173 205, INDIA
Tal =91 9Q16A HIRONT-0
CERTIFICATE OF ANALYSIS .y drecdys.com
- CEPTUGHUKAT AHAJIM3A
| Product = Skorolox (Loxoprofen) tablets 60 mg
 Hpoayxr: Ckoponoke (Hoxconpodneﬂ) TabeTKH, 60 Mr

| Market/ I’MHOK - Russia / Poccus
' Batch No/ _ Batch Quantity / 260000 tab/
| Cepna N2 _ - \/_2501603 B . _Paimep cepuu " 260000 Tab
Analytlcal Report No/ . 890001829467 Date of Analysis / . (13/08/2025)
AHaJHTH YecKuit oTyeT Ne | JlaTa ananu3a _
Date of Manufacture/ - 07/2025 | Date of Expiry/ . 06/2027
Hara npoussoacrea T'omen xo 3
Mfg. License No./ — _—
Ipon3BoAcTBenuast : MNB/05/263 s IR : JITI-Ne(006440)-(PT"-RU)
omep PY
nuuen3us Ne )
| Analysis performed according ND / Ananu3 npoBeaen mo H/I: JITI-Ne(006440)-(PI'-RU)-261124 _].
o Page 56 6 / Cip. Su3 6
—_—
API manufacturer batch number / 1.SD-P/25001
Homep cepuu npouzsoaurens A®C:
.I FP Manufacturer API Batch number / FESAool 17
Homep cepun cy6cTamuu npoussogutess ['J1D: o
API Manufactured by & country / | Metrochem API Private Limited, India /
| Hpoussoaurea, ADC, crpana: Metpokem AITU IlpaiiseT Jinmuren, Mnaus
i Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, |
Name, address, authorization No for FP Vill. Khol, Nalagarh Road, Baddi, Distt. Solan W.P. 173205,
manufacturing site / Control site / Release site / India (license No MNB/05/263) /
I HaumenoBaHnne, aapec, THOCHIHA I8 H-p Peanw’c Jlab6oparopuc JIta., Uuans,
| IlponssoacTBennas miowmaaka / Ilnomaaxa [IpouseoactTBeHHOE Noapasnenenue-6, Bunn. Kxons,
| KoHTpOJIa KauecTBa / ILnomaaka BeINycKa Hanarapx Poyn, bamnu, Juctpukt Conan, X.I1., 173205,
Humua (nuuensus Ne MNB/05/263)

Declaration of certification: <« 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».

3akmoueHne 0 cooTBeTcTBHM: «HacTosdimum s MOATBEpKHalo, YTO NpHBElNEHHAas BhILIE HHpOpMauus sBiIfeTcs
JIOCTOBEPHOH H TOYHOH. OTa cepus MpOYKIIHH MPOU3BeAeHa (BKIIFO4as YITAKOBKY (MapKHUPOBKY) ¥ KOHTPOJIb Ka4ecTRa)

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

IIpameyanue: [Iponykt cooreeTcTBYET TpeboBanusmM HJJ 3akmouenue: O JOBPEHO

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

IToaroTosneno: Rama K IMpoeepeno:Pardeep Kumar | Ongobpeno: Menemkep/ Pykosonurens
\_ﬁ, AmitKumar — p —

Date/ Date/ Date/

Hara:13.08.2025 JaTa:13.08.2025 Jara: 13.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganz, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851954P1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ‘;.".

CERTIFICATE OF ANALYSIS

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

Vill. ¥hol, Maleg arh R cad, Baddi,
Distt. Solan, H.P, 173 205, i IDIA
Tel: +91:98365 55001-02

wwwdrred'dys.com

CEPTUOHKAT AHAJIM3A

Product = Skorolox (Loxoprofen)tablets 60 mg
Tpoaykr : Cioponoke (Jlokconpoden) Tabnetky, 60 mr

JHnen3us Ne

| Market / lil:zimc : Russia / Poccus -

' Batch No/ ] Batch Quantity/ 260000 tab/ i
Cepusn N2 g casniing Pa3mep cepun 260000 Tab
Analytical Repovrt No / 290001829467 Date of Analysis / (13/08/2025)
AnajguTiecKuit order Ne JlaTa ananuza .|
Date of Manufacture / 07/2025 Date of Expiry / 06/2027
HJata nupousBoacTea | T'open po
Mfg. License No. / e ber:/
Ilpou3Bo/icTBenHAs . MNB/05/263 HOM:;"P}ye”' : JITI-Ne(006440)-(PT"-RU)

Analysis performed according ND / Anaau3s nposeaen mo HJ/I: JITI-Ne(006440)-(PT'-RU)-261124

Page 6 of 6/ Crp. 6 uz 6

Ha BBIIEYKa3aHHOH NPOMW3BOACTBEHHOH nuollaake (TUOMAAKax) B MOJHOM COOTBETCTBHHM ¢ TpeOoBaHMAMM llpaBun
Haanexatled NpoU3BOACTBEHHONH NpakTHku EBpa3suiickoro skonomuueckoro cotoza (Ne GMP/EAEU/RU/00554-2022
or 23 wons 2022) U TpeGoBaHHSIMM KOHTpOJIA KauyeCTBAa JIEKAPCTBEHHBIX CPe/ICTB, @ TAKKE B COOTBETCTBHM CO
cneurPUKaLMAMH, COAEPXKAIUMMUCS B DPETMCTPALMOHHOM JOChE CTpaHbi-HMIOpTepa. 3amicH No MNPOM3BOACTRY,

YNaKOBKE H aHallu3y [POBCPECHLI,

U YCTaHOBIIEHO MX cooTBeTcTBUe Tpebopanusm [lpaBun Hansexaueit

NPOU3BOACTBEHHOHN NPaKTHKHU EBpa3uiickoro s3KOHOMHYECKOTO COHO3a».

Remarks : The Product confirms to ND/
IIpumeuanue: [TponykT cootBercTBYeT Tpebosanusm HJT

Conclusion : APPROVED/
3axmouenue; OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Ram@ii it QJ— Iposepeno:Pardeep Kumar | Oxobpeno: Menemiep / PykoBoaurens
' y f Amit Kumar o
e - e
Date/ ' Date/ Date/ \
Jata:13.08.2025 Harta:13.08.2025 Jarta: 13.08.2025

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@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




