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Dr. Reddy's Laboratories Ltd. 
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Vi l l .  Khol, Na lagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
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CERTIFICATE OF ANALYSIS www.drrecidys.corn 
CEPTHDHKAT AHA.JIM3A 

Product : Skorolox (Loxoprofen) tablets 60 mg 
IIpoIyKT: CKOpOIOKc (Jloxconpope) Ta61eTKM, 60 Mr 

Market / PI1OK Russia / Pocc 

Batch No/  
V2501603 

Batch Quantity/ 260000 tab/ 
Cepn No Pa3Mep cep 260000 Ta6 

Analytical Report No / 
890001829467 

Date of Analysis / 
(13/08/2025) 

AHaIHTHecKHi oTeT Ng Jara aan13a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2027 
[Iara npor3Bo€TBa FoJIeH I0 

Mfg. License No. / 
MA number:/ 

IIpo3BO/ICTBeHHaH : MNB/05/263 
HoMep PY 

: JIII-N2(006440)-(PF-RU) 
1HeH3HI N 

Analysis performed according ND / Aaa3 npoBeIeI no HJI: JIII-N2(006440)-(PF-RU)-261124 

Nd Test/ IIoa3are Result /Pe3ya1TaTL 
Page 1 of6/Crp.  1  3  6  

Specification / Hopwa 

Identification / MeTbHaLH 

1 

2 

Appearance /Oncae Round white tablets scored on 
one side and plain on the other 
side. / KpyrJIIe Ta61eTKM 6en10Or0 
uIBeTa, c pcKo Ha 021Ho 
CTOpoHe rIaJIKe c pyroi 
CTOpOHI. 

Round white to off-white tablets scored 
on one side and plain on the other side. / 
Kpyr1Ie Ta6eTKM OT 6en1OTO JI0 IO'TH 
6enoro LIBeTa, c pHcKo Ha OIIHO 
CTOpOHe M TJIaIIKHe C JIpyTO CTOpOHI. 

2a HPLC/BKX The retention time of loxoprofen The retention time of loxoprofen peak in 
peak m 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). / BpeMn 
chromatogram. / BpeM yJIepKHBaHHH IIHKa JIOKCOIpopeHa Ha 
yJIepKHBaHHM 
1oKonpopeHa 

nHKa XpoMaTOrpaMMe cnITyeMOro paCTBOpa 
Ha IIO7KHO COOTBCTCTBOBaT BpeMeHH 

XDOMaTOTpaMMe MCIEITyeMOTO yJIepKHBaHH IIHKa Ha XpOMaTOrpaMMe 
paCTBOpa COOTBeTCTByeT BpeMOHM CTaHIapTHOTO paCTBOpa (MCIITaHHe 
IICpKHBaHHM IIHKa Ha «KOnHeCTBeHHoe OIIpeIIeIeHHe»). 
XpOMaTOTpaMMe CTaHJIapTHOTO 
pacTBopa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpMeae: IpOIyKT COOTBeTCTByeT Tpe60BaHHAM HJI 3ax1oeHe: OIOBPEHO 

Approved by: Manager/Executive / 
O06peo: Mee;pep / PyKoop1HTen1 
Amit Kumar • 

-- Date/ 
JlaTa: 13.08.2025 

Date/ 
Jlara:13.08.2025 

Prepared by / Checked by / 
IloroTOBIeO: Rama Kant IlpoBepeo:Pardeep Kumar 

< € 

Date/ 
Iara: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 4900 2999, Emai l :  mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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Dr. Reddy's Laboratories Ltd 
Formulat ion  Unit-6 
V i l l .  Kho!, iNalagarh Road, Baddi,  

Dist. Solan, H.P., 173 205, INDIA 

CERTIFICATE OE ANALYSIS ww.dreddy..con 

CEPTMDHKAT AHAJIH3A 
Produet : Skorolox (Loxoprofen) tablets 60 mg 
IIpo/yr: CKOpOIOKc (JloKcompoden) Ta6eTKH, 60 MT 
Market / PLIHoK Russia / Pocc 

Batch No/  
V2501603 

Batch Quantity/ 260000 tab/ 
Cepa N? Pa3Mep cep 260000 Ta6 

Analytical Report No / 
890001829467 

Date of Analysis / 
(13/08/2025) 

AHa.IHTHecKHii oTeT N Jara aan1r3a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2027 
Iara 1po3BO1CTBa Foe 210 

Mfg. License No./ 
MA number:/ 

II po3Bo/cTBeHHaH : MNB/05/263 
HoMep PY 

: JI1I1-N(006440)-(PT-RU) 
JIHIIeH3H9 Ng . 

Analysis performed according ND / AHa/I3 npoBeIeH no HI: JI1-N(006440)-(PF-RU)-261124 

P 2 f 6 / C  2  6  age 0 Tp. H3 

2b UV spectrophotometry UV absorption maximum of the UV absorption maximum of the main 
HPLCIDAD I main peak in the test solution peak in the test solution chromatogram 
y-cnexmpopomowempu chromatogram corresponds to that shall correspond to that in the standard 
BOKXI JIMII 1n the standard solution solution chromatogram. I MaKcHMyM 

chromatogram. I MaKcHMyM IIOTJIOIIIeHH yd-cnexTpa OCHOBHOTO 
IIOTJIOILIeHHT y-cIeKTpa IIHKa Ha XDOMaTOTpaMMe HCIIEITyeMOTO 
OCHOBHOTO IHKa Ha pacTBopa JIOJDKeH COOTBeTCTBOBaTL 
XpoMaTOrpaMMe HCIIITVeMOTO MaKCHMyMy IIOTJIOIIIeHH Vb-cneKTpa 
pacTBopa COOTBeTCTByeT OCHOBHOTO IIHKa Ha xpoMaTorpaMMe 
MaKCHMyMy IIOIJIOLIIeHH yd­ CTaHJIapTHOTO pacTBOpa. 
cneKTpa OCHOBHOTO IHKa Ha 
XpOMaTOrpaMMe CTaHJIpTHOTO 
pacTBopa. 

3 Water / Bopa 4 . 7 % / 4 . 7 %  Not more than 8.0 % I He 6onee 8,0 % 

Unit-1/ Ta61.-1 10 1  % Not less than 75 % (Q) of loxoprofcn 

Unit-2/Ta6n.-2 100 % sodium in 30 min. / 

Unit-3 / Ta6n1.-3 10 1  % He MeHee 75 % (Q) noKcOnIpObeHa 
HaTpH epe3 30 MHH. 

Unit-4 / Ta6n1.-4 100 % 
Unit-5 / Ta6n.-5 104 % 
Unit-6/ Ta61.-6 102 % 

Remarks : The Product confirms to ND/ 
IIpMeae: IIpOJ1yKT COOTBeTCTByeT Tpe6OBaHMM HI 

Conclusion : APPROVED/ 
3ax1oeme: OJIOBPEHO 

Prepared by / Checked by / 
IloIroToBeHO: Rama Kant ] II p o B e p e o : P a r d e e p  Kumar 

08 <i 

Approved by: Manager/Executive / 
Op106peHo: MeHe[pep / PyKOBOIHTeIE 
Amit Kumar _' 

Date I 
Iara:13.08.2025 

Date/ 
Iara:13.08.2025 

Date I 
JlaTa: 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 4900 2999, Emai l :  mai l@drreddys.com 

CIN:  L851954P1984PLC00507 

www.drreddys.com 
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Formulat ion Unit-6 
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P 3 f 6 / C  3  6  

CERTIFICATE OF ANALYSIS 
CEPTMDHKAT AHAJIH3A 

age 0 TD. H3 
5 Impurities / IIpMec 

Oxohexanoic acid impurity / Below LOQ (LOQ = 0.0502 % ) /  
Not more than 0.20 %; I He 6onee 

IlpMecs OKCOreKCaHOBal He Ipeea KOJIHHeCTBHHOTO 
0,20 %; 

KMCJIOTa onpe1en1eM» (IIKO = 0.0502%) 

Any individual impurity I 
Below LOQ (LOQ = 0.0492 %) I 

Not more than 0.20 %; I He 6on1ee 
EHHa IIpHMeCE 

Hoe npeena KOnHHeCTBeHHOrO 
0,20 %; 

onpeeneH (IIKO = 0.0492%) 

Total impurities I CyMMa Below LOQ / Hwe npeen1a 
Not more than 2.0 %. / He 6onee 2,0 %. 

mpMecef KOJIHHeCTBeHHOTO OnpeIeIeHHH 

6 Uniformity of dosage units/ According to the requirements. 
OJ1HOpOJIHOCT eIHHH II 

2.7 
The Acceptance Value (AV) should be 

JI03MpOBaHHM less than or equal to 15 .0 .  /  
B cO0TBeTCTBHM C Tpe6OBaHHMM. 
IloKa3aTen1 IIpHeMIeMOCTM (AV) 
IIODKeH 6IT He 6oee 15,0.  

7 Microbiological purity / MHKpO6HOIOTHeCKaI HHCTOTa 

a) Total Aerobic Microbial Less than 10 CFU/g. / Not more than 10 CFU/g. / 
Count / O6Lee Men1o Meee 10 KOE/r. He 6oee 10' KOE/r. 

a9pO6HIX MHKp0OpFaHH3MOB 

Product : Skorolox (Loxoprofen) tablets 60 mg 
IIpoyKT: CKOpO10Kc (Jloxconpope) Ta6JeTKM, 60 Mr 
Market / PIHOK Russia / Pocc 

Batch No / 
V2501603 

Batch Quantity / 260000 tab/ 
Ceps No PaMep CepH . 260000 Ta6 
Analytical Report No/  

890001829467 
Date of Analysis / 

(13/08/2025) 
AHa.HTMecK oTeT No [Iara aa13a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2027 
[Iara 1po3Bo/ICTBa Foe /10 

Mfg. License No. / 
MA number:/ 

II po3opIcTBeHHa : MNB/05/263 
HoMep PY 

: JIII-N2(006440)-(PT-RU) 
JIHI1eH3H9 Ng 

Analysis performed according ND / AHa1H npoBeIeH n0 H/I: JIII-N(006440)-(PF-RU)-261124 

Remarks : The Product confirms to ND/ 
IIpweae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 

Conclusion : APPROVED I 
3axnoee: OIOPEHO 

Approved by: Manager/Executive / 
O106peo: Mee/pep / PyKoBop1Te1 
Amit Kumar \_ 

I  

Date/ 
JlaTa: 13.08.2025 

Date/ 
Jlara:13.08.2025 

Prepared by / Checked by / 
IloJroToBIeHO: Rama Kant IpoBepeo:Pardeep Kumar 

4 
Date/ 
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 4900 2999, Emai l :  mail@drreddys.com 

CIN:  L85195AP1984PLC004507 
www.drreddys.com 



gs 
Dr.Reddy's ;° 

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

Vi l l .  Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P,, 173 205, IND IA 

CERTIFICATE OF ANALYSIS «www.drredys.coro 
CEPTHHKAT AHAJ1H3A 

Product z Skorolox (Loxoprofen) tablets 60 mg 
IIpoJ1yr: CKOpOn0Ke (JloKconpope) Ta6eTKM, 60 Mr 
Market / Pio Russia / Pocc 

Batch Nol 
V2501603 

Batch Quantity / 260000 tab I 
Cep .N? Pa3Mep cepu 260000 ra6 
Analytical Report No/  

890001829467 
Date of Analysis / 

(13/08/2025) 
AHa.nTMecKHi orer Ng Iara aan3a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2027 
Jara 1po3BO/I€TBa Foe 20 

Mfg. License No./ 
MA number:/ 

I1po3Bo/IeTeHHa : MNB/05/263 
HoMep PY 

: JIII-N2(006440)-(PI-RU) 
JHIIeH3Ha1 .No 

Analysis performed according ND / AHa1H3 npoBeeH 1O H/I: JIII-N(006440)-(PF-RU)-261124 

P 4 f 6 / C  4  6  age 0 Tp. H3 
b) Total Combined Yeast and Less than 10 CFU/g. / Not more than 10 CFU/g. / 
moulds count / O6Lee cno MeHee 10 KOE/r. He 60nee 10 KOE/r. 
IIp OOKeBIX H IIJIeCHeBBIX 
rp6OB 

c) Escherichia Coli Absent in 1 g. / Shall be absent in 1 g. / 
OTCyTCTByeTB I r .  OTcyTCTBMe B 1 r. 

8 Assay / KonecrBemnoe 100.0 % 90 .0% to 110.0 % of loxoprofen 
onpepe.nee sodium label claim. / Or 90,0 % I0 

1 10 ,0 % OT HOMMHaJIBHOTO 
COIICDKaHH IOKCOIIpObeHa HaTpH. 

9 Package appearance / 10 tablets in a (OPA/A/PVC) foil 10 tablets 1n a (OP A/Al/PVC) foil 
OICaHe 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 Ta6eTOK B 6McTep H3 Ilo 10 Ta61eTOK B 61cTep H3 
(OIIA/AJI/I1BX) (OIIA/AJI/IIBX) don1»r /aoMHHMeBo 
bOJM/a1OMHHHeBO JOI6TM. pO1TH. 
Ilo 1 61MCTepy BMeCTe C JIHCTKOM­ Ilo 1 61cTepy BMecTe C JMCTKOM­ 

BK1aJIBIIIIeM IIOMeLIIaOT B IIaHKy BK1aJIBILLIeM IIOMCILIaOT B nIaKy H3 
H3 KapTOHa. KapTOHa. 

] API name (INN) / HaMenoane AC (MHH): Loxoprofen / Jloconpope 
Remarks : The Product confirms to ND/ Conclusion : APPROVED I IIpMeae: IHpOJ1yKT COOTBeTCTByeT Tpe6OBaHMM HJI 3a1oeHe: OIOBPEHO 
Prepared by / Checked by I Approved by: Manager/Executive/ 

CTo�roroBITeHo: Rama� IIpoBepeHo:Pardeep Kumar Op106peHo: MeHeep / PyKOBOIHTeJI 
<l Amit kamar -' 

Date/ \ Date/ Date/ 
.  

Iara:13.08.2025 Jlara: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 4900 2999, Email: mail@drreddys.com 

CIN: L851954P1984PLC004507 
www.drreddys.com 



as 
Dr.Reddy's Y;° 

Dr. Reddy's Laboratories Ltd. 
Formulat ion Unit-6 

Vi l l .  hol, Nalagarh oad, Badd i ,  

Dist. Solan, H.P., 173 205, INDIA 

Te! -91 916 5001.07 

CERTIFICATE OF ANALYSIS «ws.drreddy.com 

CEPTHKAT AHA1H3A 

Product z Skorolox (Loxoprofen) tablets 60 mg 
po1yr: CKOpOOKc (Jloxconpope») Ta6neTKM, 60 Mr 
Market/ mo¢ Russia / Pocc 

Batch No/  
V2501603 

Batch Quantity / 260000 tab/ 
Ceps N? Pa3Mep cepH 260000 Ta6 - 

Analytical Report No/ 
890001829467 

Date of Analysis / 
(13/08/2025) 

AHa/ITH YecKHi oTeT N [Iara aan13a 
Date of Manufacture/ 

07/2025 
Date of Expiry/ 

06/2027 
Iara 1po3BO2I€TBa Fop1e 2I0 
Mfg. License No./ 

MA number:/ 
IIpo3Bo IcTBeHHaH : MNB/05/263 HoMep PY 

: JII1-N2(006440)-(PT-RU) 
JIIeH3H1 .Ng 

Analysis performed according ND / Ana13 poBeeH 110 H[I: III-N(006440)-(PI-RU)-261124 

P 5 f 6 / C  5  6  age 0 TD. 113 

API manufacturer batch number / 
LSD-P/25001 

HoMep Cep npO3BOIHTeJ1 AC: 

FP Manufacturer API Batch number / 
FESAOOl 17 

HoMep cep c y c r a w  npor3Bore. II: 

API Manufactured by & country / Metrochem API Private Limited, India / 

IIpo3BourTe, AC, erpana: MerpoKeM AIIH Ipaiser JI»Ten, Hp1 

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

Name, address, authorization No for FP Vill. Khol, Nalagarh Road, Baddi, Distt. Solan H.P. 173205, 
manufacturing site I Control site I Release site / India (license No MNB/05/263) / 
HaHMeHOBaHe, a[pee, JIUeH3H JI1 JI-p Pen1'c Jla6opaTopHe JITA., HHJ1, 

IIpo3BocTBeHHa nIoaIKa / IIsou1a/a IlpOH3BOIICTBeHHOe IOI1pa3J1e1eHHe-6, BM1JI. KXO1, 

KOHTpoI aeeTBa / ILOIa[Ka BIIIyCKa Hanarapx PoyI1, Bau1, IcTpKT Con1aH, X.I1., 173205, 

HJ (HIeH3» N 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 (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». 

3ax.mnoeHHe O COOTBeTCTBHH: «HaCTOIHM IOJITBODKIaO, HTO IIpHBeJIeHHaH BIIIIe HHpODMaLIHI BJIHeTCl 
JIOCTOBepHO H TOHO. Ta CepH pOIIyKIIHH IIpOH3BeIIeHa (BKIOHa yIIaKOBKy (MapKHpOBKy) H KOHTpOJI KaeCTBa) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IIpnMeae: IlpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3ax.oee: OJIOPEHO 

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

IloaroToBJleHo: Rama �4 IIpoBepeHo:Pardeep Kumar Op06peHo: Mee[pep,/ PyKOBOIMTeJI 

! 
Ammar 

Date/ \ Date/ Date/ 
Iara:13.08.2025 JIara:13.08.2025 JlaTa: 13.08.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 

C IN:  L85195/P1984PLC004507 
www.drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTHDHKAT AHA1H3A 

Dr. Reddy's Laboratories Ltd. 
Formulat ion Un i t -6  

Vi l l .  Khol, iMalagarh Road, Baddi ,  

Distt Solan, H.P ,  173 205, INDIA 

wvwwdrredys.com 

Product z Skorolox (Loxoprofen) tablets 60 mg 
IlpOJ1yr CKOpO10Kc (JloKcon1pope) Ta6neTKH, 60 M 

Market / ox Russia / Pocc 

Batch Nol 
V2501603 

Batch Quantity/ 260000 tab/ 
Cep N? Pa3Mep Cep 260000 Ta6 
Analytical Report No / 

890001829467 
Date of Analysis / 

(13/08/2025) 
AHa.JIHTI'IecKH oTeT N Jara a1an13a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2027 
Iara 1po3BO/1CTBa Fop1e 210 

Mfg. License No. / 
MA number:/ 

IIpo3Bo/lcTBeHHaH : MNB/05/263 
HoMep PY : JIII-Ni(006440)-(PF-RU) 

JIIIeH31H Ng 

Analysis performed according ND / AHa1H3 poeeH no HJI: III-N2(006440)-(PF-RU)-261124 

Page 6 of 6 /  Crp. 6 113 6 
Ha BIIIeYKa3HHO IDOH3BOJICTBCHHOH IIJIOIIIaJIKe (IIJIOILIaJIKaX) B IIOJIHOM COOTBCTCTBHH C TDC6OBaHHHMH HpaBHI 
Hap1ea1e IpOM3BOIICTBeHHO IpaKTHKH EBpa3HCKOTO KOHOMHeCKOTO CO103a (N GMP/EAEU/RU/00554-2022 
OT 23 HO1 2022) M Tpe6OBaHHIMH KOHTpO1I KaeCTBa JIeKapCTBeHHIX CpeJICTB, a TaKKe B COOTBOTCTBHM CO 
CneLIMdKaLIHIMM, COIIepKaIIIMMMCI B DeTMCTpaIIHOHHOM JI0Ce CTpaHI-HMnIOpTepa. 3anMC IO IIpOH3B0JICTBy, 
yIIaKOBKe M aHaJ3y Ip0BepeHBI, H yCTaH0BIeH0 HX CO0TBeTCTBHe Tpe6OBaHHM IHpaBn1 Ha/UIeKaLei 
IIpOH3BOJICTBeHHO IIDaKTHKH EBpa3MiCKOTO KOH0MHeCK0rO C003a». 

Remaarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IIpMeae: IHpOJyKT COOTBeTCTByeT Tpe60BaHHIM HJI 3ax0eHe: OJIOBPEHO 

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

ITouroTOJJJietto: Ram•i� / IIpoBepeo:Pardeep Kumar Op06peHo: MenHepep / PyKOBopTe1E 

./ Amit Kumar ­ 
Date/ Date/ Date/ I 

Jlara: 13.08.2025 JIara: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 4900 2999, Emai l :  mail@drreddys.com 

CIN: L85195AP1934PLC004507 
www.drreddys.com 


