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Dr.Reddy's W;° 

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

Vi l l .  Khol ,  Naiagarh oad, Baddi, 

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

CERTIFICATE OF ANALYSIS 
CEPTHHKAT AHAJIH3A www.rrecdys.corn 

Product : Skorolox (Loxoprofen) tablets 60 mg 
IIpoyKT: CKOpo10Kc (Jloxconpope) Ta6eTKM, 60 Mr 

Market / PIo Russia / PoccH 

Batch No/ 
V2501604 

Batch Quantity/ 260000 tab/ 
Ceps N Pa3Mep CepH 260000 Ta6 
Analytical Report No/  

890001829468 
Date of Analysis / 

(13/08/2025) 
AHa.IHTHecKHi oTeT N? Iara aan13a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2027 
Iara 1po13Bo/1€TBa Tope 2o 
Mfg. License No. / 

MA number:/ 
IIpon3BoIcTBeHHa : MNB/05/263 

Howep PY 
: JIH1-N2(006440)-(PT-RU) 

JIIeH3HI Ng 

Analysis performed according ND / AHaar3 nIpoBeIeH no HI: III-N2(006440)-(PF-RU)-261124 

Page 1 of 6 /  Crp. 1 3 6 
No Test / Ioaare1» Result / Pe3y.1TaTI Specification / HopMa 

2a HPLC/B9KX 

Identification / Merbauu 

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). / BpeM 
chromatogram. / BpeM yJIepKHBaHH nKa OKconpobeHa Ha 

Round white to off-white tablets scored 
on one side and plain on the other side. / 
KpyrJIe Ta6neTKM OT 6e1OTO JI0 IOHTH 
6en1Oro LIBeTa, c pHcKOH Ha 0Hof 
CTOpOHe H TJIaJIKHe C JIpyr0 CTOpOHEI. 

Round white tablets scored on 
one side and plain on the other 
side. / KpyrJIe Ta61eTKH 6en1oro 
LIBeTa, C pHCKO Ha O1Hof 
cTOpoHe raJIKe c 2pyrof 
CTODOHEI. 

Appearance / Oncae 1 

2 

yJIepKHBaHHH 

oKcopopeHa 
nMKa XpoMaTorpaMMe HcIITyeMOrO paCTBOpa 

Ha JIOJDKHO COOTBeTCTBOBaT BpeMCHH 
XpOMaTOTpaMMe HCIIITVeMOTO yJIpKHBHM IIHKa Ha XpOMaTOTpaMMe 
pacTBOpa COOTBeTCTByeT BpeMeHM CTaHIIapTHoro pacTBopa (cmTaHe 
yJIepKHBaHHI IIHKa Ha «KOeCTBeHHOe OIpeJIeIeHHe»). 
XDOMaTOTpaMMe CTaHJIapTHOTO 
pacTBopa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpMeae: IHpOIyKT COOTBeTCTByeT Tpe6OBaHM HJ[ 3am1oeHe: OIOPEHO 

Prepared by / Checked by/  Approved by: Manager/Executive / 
TloIrOTOBIeHO: Shivani IlpoBepeo:Nitin Sharma Ono6peHo: Meerep / PyoBoHren 

»M ,;v-- Pavan Kumar Sharma < 

Date/ Date/ Date/ 
JIara:14.08.2025 JIara: 14.08.2025 Jlara: 14.08.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vi l l .  Khol ,  iaiagar' oad, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

CERTIFICATE OF ANALYSIS 
CEPTHHKAT AHAJIH3A 

www.drreciy:.corn 

Product : Skorolox (Loxoprofen) tablets 60 mg 
IIpoIyKT: CKOpO1OKc (Jloxconpope) Ta6eTK, 60 MT 
Market / PHo Russia / Pocc 

Batch No/ 
V2501604 

Batch Quantity/ 260000 tab I 
Cepus .Ni Pa3Mep cep 260000 ra6 
Analytical Report No / 

890001829468 
Date of Analysis / 

(13/08/2025) 
AHaIHTecKH oTer N laTa aa13a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2027 
)Iara 1po3BoIcTBa Foe /10 

Mfg. License No./  
MA number:/ 

IIpo13BOICTBeHHaH : MNB/05/263 
HoMep PY 

: JIII-N2(006440)-(PT-RU) 
JIIIeH3HI Ng 

Analysis performed according ND / AHaJIH3 IIpOBeIeH IO H/I: JIII-N(006440)-(PF-RU)-261124 

P 2 f 6 / C  2  6  age 0 Tp. 3 

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 
Vb-cnexmpobomowempu chromatogram corresponds to that shall correspond to that in the standard 
BKXI JUMII 1n the standard solution solution chromatogram. I MaKcHMyM 

chromatogram. I MaKcMyM IIOTJIOIIIeHM yd-cIeKTpa OCHOBHOTO 
IIOTJIOIIIHHJ yd-cneKTpa IHKa Ha XpOMaTOTpaMMe MCIEITyeMOTO 
OCHOBHOTO IIHKa Ha pacTBopa JIOJDKCH COOTBCTCTBOBaT 
XpoMaTOrpaMMe HCIIITyeMOTO MaKCHMyMy IIOTJIOIIIeH VD-cneKTpa 
pacTBopa cooTBeTCTByeT OCHOBHOTO IIHKa Ha XpOMaTOrpaMMe 
MaKCHMyMy IIOTJIOIICHH yd­ CTaHJIapTHOTO pacTB0pa. 
cneKTpa OCHOBHOTO 1HKa Ha 

XpoMaTorpaMMe CTaHJIapTHOTO 
pacTBopa. 

3 Water / Bona 4.4 % I 4.4 % Not more than 8.0 % / He 6onee 8,0 % 

Unit-1 /Ta6n.-1 100 % Not less than 75 % (Q) of loxoprofen 

Unit-2/ Ta6.1.-2 102 % 
sodium in 30 min. I 

Unit-3/ Ta6.-3 102 % 
He MeHee 75 % (Q) noKoIpoeHa 
HaTpH Hepe3 30 MMH. 

Unit-4/ Ta61.-4 100 % 

Unit-5/Ta6.-5 102 % 

Unit-6/ Ta6n.-6 100 % 

Renarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IIpMeae: HpOIyKT COOTBeTCTByeT Tpe6OBaHMM HJI 3ax.moewe: OIOBPEHO 

Prepared by / Checked by/  Approved by: Manager/Executive / 
IloroToBIeHO: Shivani IlpoBepeno:Nitin Sharma On06peHo: Mee/pep / PyKOBoJIHTeJ1 

r � 
Pavan Kumar shamma 

Date/ Date/ Date/ 
JlaTa:14.08.2025 JIara: 14.08.2025 Jlara: 14.08.2025 

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: {85195AP1984PLC004507 
www.drreddys.com 
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Dr.Reddy's ;° 
Dr. Reddy's Laboratories Ltd. 
Formulat ion Unit-6 

Vi l l .  Khol ,  Naiagarh Foad, Baddi, 

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

CERTIFICATE OF ANALYSIS 
CEPTHDHKAT AHAJIM3A www.Grreays co in  

Product : Skorolox (Loxoprofen) tablets 60 mg 
I1po1yKT: CKOpO1OKc (Jloxconpoe) Ta61eTKM, 60 Mr 
Market / PLIox Russia / Poccn 

Batch No/ 
V2501604 

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

Analytical Report No/ 
890001829468 

Date of Analysis / 
(13/08/2025) 

Aa1HTHecKHii oTeT N Iara aa/13a 
Date of Manufacture / 

07/2025 
Date of Expiry/ 

06/2027 
JI[aTa 1po3BO/I€TBa Tope 2I0 
Mfg. License No. / 

MA number:/ 
IIpo3Bo1cTBeHa1 : MNB/05/263 

Howep PY 
: JI1-N2(006440)-(PF-RU) 

neH3 N? 

Analysis performed according ND / AHa1H3 IpOBeIeH I10 HI: JIII-N2(006440)-(PF-RU)-261124 

P. 3 f 6 / C  3  6  age 0 Tp. 113 
5 Impurities / IIpMec 

Oxohexanoic acid impurity / Below LOQ (LOQ = 0.0502 %) / 
Not more than 0 .20%; I  He 6on1ee 

IpMecs 0KC0TeKCaHOBaH HwKe IpeIIeIa K0JIMHeCTBeHHOTO 
0,20%; 

KMO1OTa onpe1eneM» (IIKO = 0.0502%) 

Any individual impurity I 
0.08% 

Not more than 0.20 %; I He 6on1ee 
EHHa IpMec 0,20%; 

Total impurities I CyMMa 
0 . 1% Not more than 2.0 % . /  He 6oee 2 ,0%.  

npMece 

6 Uniformity of dosage units I According to the requirements. 
O/HOpOIHOCT eJIIHH II 

3.0 
The Acceptance Value (AV) should be 

JI03HpOBaHHH less than or equal to 15 .0 .  I  

B cOOTBeTCTBHH C Tpe6OBaHHIMH. 
IloKa3aTen1 IIpHeMJI€MOCTH (AV) 
IIODKeH 6IT He 6o1ee 15,0 .  

7 Microbiological purity / Mpo6onorHecKa ncT0Ta 

a) Total Aerobic Microbial Less than 10 CFU/g. / Not more than 10 CFU/g. / 
Count / O6Lee en1o Meee 10 KOE/r. He 6onee 10' KOE/r. 

a9pO6HIX MHKpOOpTaHH3MOB 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IIpnMeae: IlpOyKT COOTBeTCTByeT Tpe60BaHMAM HJI 3ax.oeHe: OJI0PEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / IloIrOTOBIeHO: Shivani IlpoBepeo:Nitin Sharma O.[(o6petto: Mette)],)Kep / rBO)J,liTCJlh 
r t" Pavan Kumar Sharma 

� I� Date I Date/ Date/ Jlara: 14.08.2025 JIara: 14.08.2025 JIara: 14.08.2025 

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, Email :  mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



Product : Skorolox (Loxoprofen) tablets 60 mg 
IIpo1y1: CKOpO1OKe (JloKconpope) Ta61eTKM, 60 Mr 
Market / PIHOK Russia / Pocc 

. 

Batch No/ 
V2501604 

Batch Quantity/ 260000 tab/ 
Cep N? PaMep cep 260000 ra6 
Analytical Report No / 

890001829468 
Date of Analysis / 

(13/08/2025) 
AaHTecKHi oTeT .No [Iara aHam3a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2027 
Jara 1po3Bo1cTBa Foe /10 

Mfg. License No./ 
MA number:/ 

IIpo3Bo1cTBeHHa : MNB/05/263 
HoMep PY 

: JI1-N2(006440)-(PT-RU) 
JJHIIeH3H91 Ng 

Analysis performed according ND / AHa13 npOBeIeH no HI: JIII-N(006440)-(PF-RU)-261124 

es 
Dr.Reddy's Y;° 

CERTIFICATE OF ANALYSIS 
CEPTHDHKAT AHAJIH3A 

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

Vil l .  Khol, {iaiagarh foad, Baddi, 
Dist Solan, H.P., 173 205, INDIA 

www.adrreacy.Con 

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 Hen1o MeHee 10 KOE/r. He 6onee 10 KOE/r. 
IIp0IOKeBIX H nIJIeCHeBIX 
rp6OB 

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

8 Assay / KonecrBeHoe 100.9 % 90.0 % to 1 1 0 . 0 %  of loxoprofen 
onpepe.nee sodium label claim. / OT 90,0 % I10 

1 1 0 , 0 %  OT HOMHHaJIEHOT0 
C0IIepKaHH JIOKCOIIpObeHa HaTpHH. 

9 Package appearance / 10 tablets in a (OPA/Al/PVC) foil 10 tablets 1n a (OP A/Al/PVC) foil 
OnMHCaHHe ynaKOBK /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 Ta6neTOK B 6nMcTep H3 Ilo 10 Ta61€TOK B 6McTep H3 
( 0 ITAi AJI/IIBX) (OLA/AJ/IIBX) don1r /aOMHHHeBo 
dOJTH/aUOMHHHeBO bOJI6TH. po1rM. 
Ilo 1 61MCTepy BMeCTe C JIMCTKOM­ Ilo 1 6ncTepy BMecTe C JIHCTK0M­ 
BK1aJIBIIIIeM IIOMeIIIOT B I1aKy BKJIaJIBIIIIeM nI0MeIIIa1OT B IIaHKy H3 
H3 KapT0Ha. KapT0Ha. 

] API name (INN) / HaweoBae AC (MHH): Loxoprofen / JIoxconpope 
Remarks z The Product confirms to ND/ Conclusion : APPROVED I 
IIpMeae: IIpOIyKT CO0TBeTCTByeT Tpe6OBaHH1M HJI 3ax1oeHe: OIOBPEHO 
Prepared by I Checked by/  Approved by: Manager/Executive / 
IloproTOB1eHO: Shivani IIpoepeo:Nitin Sharma O.[(o6petto: Mette.[()l<ep / Pl:BO,DJiTeJlb 

3 e- 
Pavan Kumar Sharma ur- 

r L 
Date/ Date/ Date/ 
Jara: 14.08.2025 Iara: 14.08.2025 JlaTa: 14.08.2025 

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: L85195AP1984PLC004507 
www.drreddys.com 
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Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 

CEPTHDHKAT AHAJIM3A 

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

Vil.  Yhol, Maiagarh Foad, Baddi, 

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

e l . 1 9 0 1 5  55001 02 

wvww.drreacy.cot 

P 5 f 6 / C  5  6  age 0 TD. M3 

API manufacturer batch number/ 
LSD-P/25002 

Hoep cepH mpo3Boren AC: 

FP Manufacturer API Batch number / 
FES A00118 

HoMep Cep Cy6CTaI npO3Bo[re FJI: 

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

IIpom3Bo/IITeJIL AC, crpaa: MeTpoKeM AIH IIpaBeT JIMTeI1, HHIH 

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 / Control site / Release site / India (license No MNB/05/263) / 

HaMeHOBaHe, ape, JIeH3M JI/1 JI-p Pen1c Jla6opaTopc JIT., HH»a, 

IIpOn3BOICTBeHH2I IIJIOIII1Ka / IIJo11a1Ka IIpOM3BOJICTBeHHOe n1OJ1pa3I1e1eHHe-6, BM1. KXO1, 

KOHTpO/II KaeCTBa / IIOIIaIa BBIIIyCKa Hanarapx PoyI1, Bau1, JIcTpHKT CoaH, X.II., 173205, 

HIM (IHIIeH3MA No MNB/05/263) 

Product : Skorolox (Loxoprofen) tablets 60 mg 
IIpop(yKT: CKOpO1OKc (JloKconpode) Ta61eTKM, 60 Mr 

Market / PIHox Russia / Pocc 

Batch No/ 
V2501604 

Batch Quantity/ 260000 tab/ 

Ceps N? Pa3Mep cep 260000 ra6 

Analytical Report No / 
890001829468 

Date of Analysis / 
(13/08/2025) 

AHa1TecKHi oTeT N Iara anan3a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2027 
Iara npo3Bo1cTBa Foe I1o 
Mfg. License No ./ 

MA number:/ 
IIpo3BoIcTBeHa : MNB/05/263 

HoMep PY 
: JIII-N2(006440)-(PT-RU) 

JI1eH3H N? 

Analysis performed according ND / AHam3 npoBeIenI no HJI: JI1-Ne(006440)-(PF-RU)-261124 

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». 

3aKJIOeHIe O COOTBeTCTBHH: «HaCTOuIM IOJITBepKJIaO, HTO JIpHBeJIeHHaI BILIIe HHbOpMaLH BJ1IeTC 
2IOCTOBepHOM M TOH0. Ta Cep IpOIIyKIHH IpOH3BeJIeHa (BKJIOHaI yIaKOBKy (MapKHpOBKy) H KOHTpOI KaHeCTBa) 
Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpMeane: IlpOIyKT COOTBeTCTByT Tpe6OBaHMM HJI 3ax.oeHe: OJIOBPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / 
IloJroTOBIeHO: Shivani IHpoBepeo:Nitin Sharma On06peo: Mee[pep / PyKoBorTeJI 

3 �� Pavan Kumar Sharma � 
Date I Date/ Date/ 
JlaTa:14.08.2025 Jlara: 14.08.2025 Jlara: 14.08.2025 

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:L85195AP1984PLC004507 
www.drreddys.com 
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Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

Vi l l .  Khol, laiagarh Eoad, Baddi, 

Dist&. Solan,  H., 173  205, IND IA 

CERTIFICATE OF ANALYSIS 

CEPTHHKAT AHAJIH3A 

o r e  e - ,  

i i ,  i . :  L i ' > '  t  ­  

www.Gr@ea0y.c0rt 

Product : Skorolox (Loxoprofen) tablets 60 mg 
IIpo1yKT: CKOpOn0Kc (JloKconpode) Ta6n1eTKM, 60 Mr 
Market / P o x  Russia / PoccH 

Batch No/  
V2501604 

Batch Quantity / 260000 tab I 
Ceps Nb PaMep cep 260000 Ta6 
Analytical Report No I 

890001829468 
Date of Analysis / 

(13/08/2025) 
AHan1THecKHi oTeT N Jara anan3a 

Date of Manufacture/ 
07/2025 

Date of Expiry/ 
06/2027 

JIaTa 1DOI13BOICTBa Foe 2I0 

Mfg. License No./  
MA number:/ 

IIpo13Bo/I€TBeHHaH : MNB/05/263 
HoMep PY 

: JIII-N2(006440)-(PT-RU) 
nuIeH3M Ng 

Analysis performed according ND / AHar3 npoBeeH no H/I: JIII-N(006440)-(PI-RU)-261124 

Page 6 of 6 /  CTp. 6 13 6 
Ha BBIIIIeVKa3aHHOH IpOH3BOJICTBHHO ILJIOIIaJIKe (IIOIIIaJIKaX) B IIOJIHOM COOTBeTCTBHH C TpeOOBaHHMH IHpaB 
annexau1e npo3BOICTBeHHOf IpaKTHKH EBpa3McKOTO 'KOHOMHHeCKOTO €003a (N GMP/EAEU/RU/00554-2022 
OT 23 MIO1 2022) H Tpe6OBaHHIMH KOHTp0JIH KaHeCTBa JIeKapCTBeHHIX CpeICTB, a TaOKe B C00TBeTCTBHM CO 
CIIeLIMdHKaLIMMH, COII€pKaIIIHMHCH B DeTHCTDaLIMOHHOM II0CBe CTpaHEI-HMIIOpTepa. 'anC IO Ip0H3B0JICTBy, 
yIIaKOBKe M aHa1H3y IIp0BepeHBI, H yCTaH0BICHO IX COOTBCTCTBHe TpeOBaHHM IHpaB1 Ha/UIeKaLIIe 
IIpO3BOICTBeHHO IIpaKTHKH EBpa3CKOO 9KOHOMHHeCK0TO C003a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpnMeae: IIpOn1yKT COOTBeTCTByeT Tpe60BaHMM HJ[ 3ax/oee: O/IOPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / 
lo1rOTOBIeHO: Shivani IlpoBepeno:Nitin Sharma Op06peo: Mee;pep / PyKOBOIHTe1 

r e- Pavan Kumar Sharma c:..� 
Date/ Date/ Date/ 
Ila1a:14.08.2025 Iara: 14.08.2025 Jlara: 14.08.2025 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 


