




•·· Dr. Raddy's ~;• 

CERTIFIC TE OF ANALYSI 
CEPTH <l>l1KA T AHAJDBA 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOJ.J,VKT: KeTOPOJJ® 3Kcnpecc (KeTOP0JJaK) Ta6JJCTKU, JJ.HCneprupyeMble B DOJJOCTH pTa, 10 Mr 

Market / PhrnoK : Russia / Pocc1-rn 
Batch No/ 

: V2601021 Batch Quantity / 36,00,000 tab/ 
Ceorrn .M.! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003398952 Date of Analysis / 
20.05.2026 AuaJIHTH':lecKuii oT1:1eT N!! llaTa auaJiuJa 

Date of Manufacture/ 
: 04/2026 Date of Expiry / 

03/2028 ,[(aTa RD0H3BOACTBa roJ.J,eu J.1,0 

Mfg. License No. / 
MA number:/ 

IlpOH3BOJJ.CTBeHHaH : MNB/05/263 
HoMepPY 

: JIIT-N!!(004669)-(Pr-RU) 
m1ueu3HH .N'!! 

Analysis performed according ND:/ AuaJiuJ oposet:teu no H)J..: JilI-N!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / ll11cTov1e1.uur yTeep)KJ]:eua : 21.04.2025 

Test/ IloKa1aTeJ1b 

B11tylhydro;.yanisole I 
EymuJTzuopoKcUaHU30ll 

Remarks : The Product confirms to ND/ 

Results/ Pe1yJ1bTaTbl 

Complies / CoorneTcrnyeT 

npuMeqauue: Tipo)lyKT COOTBeTcTByeT Tpe6osaHJ1JIM H)]; 

Prepared by I 
non.r0Tosne1-10: Pravesh 

Rana j_ 

Date/ 

)];am: 20.05.2026 

Checked by/ 
nposepeHO: Pardeep 

Kumar 

Checked by (AQA) / 
TipoeepeHO (AOK) : 

Amit Kumar 

Page 3 of 11 / CTo. 3 HJ 11 

Specification / HopMa 

The retention time of2-butylbydroxyani ole and 
3-butylhydroxyanisole peaJQ on the 
chromatogram of the test olution hould 
correspond by the retention times to 2-
butylhydroxyani 'ole and 3-butylhydroxyani ole 
peaks on the chromatogram of 
butylbydroxyani ole tandard solution 
("Butylhydroxyani ole content" section). / 
BpeMeHa y.nep'l!<1-1na1c111}1 mt Koo 2-
6ynurrn.npoKc11aH11Jo11a w 3-
6yrnnrn.npoKc11aH113ona Ha xpoMaTorpaMMe 
HCTibrryeMoro paCTBOpa .nomKHhl 
COOTBeTCT80B8Tb epeMeHaM y.nep,,meaHJ,HJ 
nHKOB 2-6yrwnrn.npoKC11Mrn30Jl8 H 3-
6yrtrnrn.npoKCHal-!1130Jla 1-1a xpoMaTorpaMMe 
pacTBopa cTa1-1.napnror0 o6p83ua 
6yr1rnrn)lpoKcHaHHJOna (paJ.a.en «Co,nep)l(aH11e 
6yrnnntApOKCl18Hl130JJa» ). 

Conclusion : APPROVED / 
3aKJttoqenue: O.L{OliPEHO 

Approved by: Quality A urance/Authorized person/ 
O,no6peuo: 06ecneqem1e Ka1.Jecrna/OrneTcTBeHnoe 

mruo: 6°11 f l) r.,. f,J / 

Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.corn 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALY l 
CEPTH<I>HKA T AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpoAyKT: KeTOPOJl 3accnpecc (KeTOPOJiaK) Ta6J1eTKII, AHCnepnmveMbJe B UOJIOCTH PTa, 10 Mr 
Market / P1>rnoK : Russia / Poccm1 
Batch No/ 

: V2601021 Batch Quantity/ 36,00,000 tab/ 
Cepnn .M! O6beM cepnn 36,00,000 Ta6 
Analytical Report No/ 

: 040003398952 
Date of Analysis / 

20.05.2026 
AuaJIHTH<tecKnii oT<teT .M! J(aTa auaJiuJa 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
,UaTa np0H3BOACTBa ro,LJ;eH ,U0 
Mfg. License No./ 

MA number:/ 
IlpOH3BO,LJ;CTBeHHaH : MNB/05/263 

HoMepPY 
: JIIl-.M!(004669)-(Pr-RU) 

JIIIUCH3H9 .N°!! 
Analysis performed according ND:/ AuaJiuJ npose,LJ;en no H)];: JJII-.N"!!(004669)-(Pr-RU)-190224 
PIL version approved: / H11cTPYKUIUJ yTuep'.IKJl,ena: 21.04.2025 

Page 4 of 11 / CTp. 4 HJ 11 
No 

Test I IloKa3aTeJJb Results / PeJyJJbTaTbl Specification/ HopMa 
.N"!! 

3 Average weight/ CpenHHH 69.4 mg I 69,4 Mr 67 .2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr JlO 72,8 Mr (70,0 Mr± 4,0 %). 

I 

18/20 tablets - not more than ± 10%; 
2/20 tablet - nol more than ± 20%. I 

Uniformity of weight/ Complies / CooTBeTcTByeT 18/20 Ta6JJeTOK - He 6onee ± 10%; 
OnuopOJlHOCTb MaCCbl 

2/20 rn6neTOK - He 6onee ± 20 %. 

4 Disintegration time/ 
Pacnatt.aeMOCTb 

00 min 17 sec / 00 Ml1H 17 ceK Not more than 3 min. / He 6onee 3 Ml1H. 

5 Dissolution / PaCTsopett11e Unit-1 / Ta6n- l 97% Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 I Ta6n-2 98 % 
(ketorolac tromethamine) in 15 min. / He Mettee 
75% (Q) C1sH13NO3•C4H11NO3 (KeTOpOJI8K8 

Unit-3 / Ta6n-3 98% TpoMeT8M11H) 1-1epe3 15 M11H. 

Unit-4 / Ta6n-4 100 % 

Unit-5 / Ta6n-5 100 % 

Unit-6 / Ta6n-6 100% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npuMe'lattue: TipOLI.YKT cooTBeTCTByeT Tpe6oeaHIDIM H,U 3aicmo'ieH11e: O,UOliPEHO !=========:::::::;;;=======:;-;::=======~ 
Prepared by/ 
TTonroTOBJietto: Pravesh 

Ran, f 
Date I 
,AaTa: 20 .05.2026 

Checked by / 
flpoeepeHo: Pardeep 
Kumar c::J _ -

I t: ' 

Checked by (AQA) / 
nposepeHo (AOK): 
Amit Kumar 

Approved by: Quality Assurance/Authorized person I 
Ono6petto: O6ecne1IeH11e Ka'-leCTBalOTBeTcTBeHHOe 

m1 uo: ,J}1/ V IHJ I 

Tel: +91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.corn 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTllWIIKATAHAJill3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001.-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.uyKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, .uucneprupyeMbie B UOJIOCTH DTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 

Batch No/ 
: V2601021 

Batch Quantity / 36,00,000 tab I 
Cepun .N'!! O6beM ceouu 36,00,000 m6 
Analytical Report No / 

: 040003398952 
Date of Analysis / 

20.05.2026 
AuanuTuqecKun oTqeT N2 )J:aTa auaJiuJa 
Date of Manufacture / 

: 04/2026 
Date of Expiry/ 

03/2028 
,[(aTa npOH3B0,UCTBa ro,l].eH ,UO 
Mfg. License No./ 

MA number:/ 
IlpouJBO.UCTBeuuan : MNB/05/263 

HoMepPY 
: JIIl-N2(004669)-(Pr-RU) 

nuueuJHH N2 
Analysis performed according ND:/ Auanu3 npoBe.ueu no H)J:: Jlll-N2(004669)-(Pr-RU)-190224 
PIL version approved: / lluCTPYKUHH yrnep,K,Ueua: 21.04.2025 

Page 5 of 11 I CTp. 5 HJ 11 
No 

Test/ IloKaJaTeJih Results/ PeJyJihTaTbI Specification / HopMa 
N2 

6 Particle size distribution / Complies / CoorneTcTByeT A uniform suspension passing through a 710 µm 
)].HcnepcHOCTb sieve lS formed. I O6pa1yeTCH OJJ,HOpOJJ,HaH 

cycneH311H, IIpOXOJJ,Hlll,aH CKB03b Cl1TO C 
pa3MepoM ornepCTl1H 710 MKM. 

7 Impurities / IlpuMecu 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) / not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / HmKe npeJJ,ena 06Hapy)l(eH11» 
l-nmpoKc11aHanor (ITO= 0,0010 %) 
KernponaKa 

1-keto analog of ketorolac / 0.05 % 
1-KeTOaHanor KernponaKa 

unidentified impurity / 0.01 % 
eJJ,11H111-rna» 
He11JJ,eHTI1~11u11poBaHHaH 
np11MeCh 

total impurities / 0.1 % 

CYMMa np11Mecei1 

Remarks : The Product confirms to ND/ 
npu111ettauue: ITpoJJ.yKT coorneTCTsyeT Tpe6oBamrnM HA 

Prepared by I 
nonroTOBJlel•IO: Pravesh 

Rana i 
Date / 
,lJ,aTa: 20.05.2026 

Checked by I Checked by (AQA) I 
npoBepeHo: Pardeep npoaepetto (AOK): 
Kumar • Amit Kumar 

~ 

not more than 0.8 %; / He 6onee 0,8 %; 

not more than 0.5 %; / He 6onee 0,5 %; 

not more than 1.0 %. / He 6onee 1,0 %. 

Conclusion : APPROVED I 
3aKJHO'tCHtte: 0)1.0liPEHO 

Approved by: Quality Assurance/ Authorized person / 
OJJ,o6peHo: O6ecnelfeH11e Kalfecrna/OrneTCTBeHHoe 

n11uo: ,Sf)! v tu.JI 

Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
Cl N: L85195AP1984P LC004507 

www.drreddys.com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<I>HKAT AHAJill3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Di integrating Tablets 10 mg 
Ilpo.£(y1n: KeTOf)OJJ® 3KCTIPCCC (KeTopoJJaK) Ta6JJeTJCH, JJ,ncnepr11pyeMhlC B DOJl0CTH f)Ta, 10 Mr 
Market/ P1.rnoK : Russia / PocCH}I 
Batch No/ 

: V2601021 Batch Quantity/ 36,00,000 tab/ 
Cepm:1 .M! O61,eM ce1mn 36,00,000 rn6 
Analytical Report No/ 

: 040003398952 Date of Analysis / 
20.05.2026 

AnamnH'ICCKHH OT'teT .N'!! ,llaTa auaJ111Ja 
Date of Manufacture / 

: 04/2026 Date of Expiry/ 
03/2028 .l(aTa npOU3BOJJ,CT8a ro.z.eu JJ.0 

Mfg. License No./ 
MA number:/ 

IlpoHJBOJJ.CTBeuuan : MNB/05/263 
HoMepPY 

: JIIl-.N'!,(004669)-(Pr-RU) 
JlHU.eHJHH .N'!! 
Analysis performed according ND:/ AuaJ1H3 npoeeJJ,en no~: JD1-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved:/ HucTPYKU.lut yTsep)K,!lena: 21.04.2025 

Page 6 of 11 / CTp. 6 HJ 11 
No 

Test/ IloKaJaTeJlb Results/ PeJyJibTaTbl Specification / HopMa .N'~ 
8 Water content/ 2.1 % Not more than 7 .0 %. / 

Co~epmanne eo~bl He 6onee 7,0 %. 

9 Residual solvents/ OcnTO'IHble oprannqecKne pacTeopnTeJin 

Isopropyl alcohol / 4 µg/tab I 
lfaorrporraHOJI 4 MKr B Ta6JieTKe 

Remarks : The Product confirms to ND/ 

Opm,1e4.a1me: TTpo,n:yKT C00TBeTCTByeT Tpe6oBaHIUIM H,l.l; ::==========;;=======::;;:::::========: 
Prepared by/ 
TTo.n.roT0BJletto: Pravesh 
Rana 1 
!Date/ 
~ai-a: 20.05.2026 

Checked by/ 
npoaepeHo: Pardeep 

Kumar 

I 
Date/ 

Aarn: 20.05.2026 

eg1stere 

Checked by (AQA) / 

TTposepeH0 (AOK): 
Amit Kumar 

Not more than 350 µg/tab. / 
He 6onee 350 MKr B Ta6JieTKe. 

Conclusion : APPROVED / 
3aKJIIO'lenne: 0,l(OliPEHO 

Approved by: Quality A surance/Authorized p er on / 
OJlo6peHo: O6ecrrelfeHHe KatJecrna/OTBeTcTBem1oe 

JlHUO: ~111 u /:)/Jf 

Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



••• Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~lfiCATAHAJill3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOllVKT: KeTopon® 3Kcnpecc (KeTopoJJaK) Ta6JJeTKU, .uncneprupyel\lble B DOJJOCTH pTa, 10 Mr 
Market / PMHOK : Russia / Poccmr 
Batch No I 

: V2601021 Batch Quantity/ 36,00,000 tab/ 
CepID1 .N'!! O6'beM cep,rn 36,00,000 Ta6 
Analytical Report No/ 

: 040003398952 Date of Analysis / 
20.05.2026 AuamtTHtJeCKJtii oT<teT .N'!! JlaTa auaJiu3a 

Date of Manufacture/ 
: 04/2026 Date of Expiry / 

03/2028 l[aTa D p0113BO,UCTBa ro)leH AO 

Mfg. License No. I 
MA number:/ llpOH3B0,UCTBeHHaH : MNB/05/263 
HoMepPY : JIII-N2(004669)-(Pr-RU) 

JIHU,eH3HH .N'!! 

Analysis performed according ND:/ Auann1 npoee,ueu no H)],: JID-.N"!!(004669)-(Pr-RU)-190224 
PIL version approved:/ lincTpyKu,1111 yTBep;KAena: 21.04.2025 

No 
Test I IloKa1aTeJ1b Results/ Pe1yJ1bTaTbt 

.N'!! 
10 Microbiological purity*/ Mmcpo6uoJ1orntJectcast 'IHCTOTa* 

Total Aerobic Microbial NA 
Count I o6mee 'IHCJIO 
a3po6HblX MHKpO-
opramnMoB 

Total Combined Yeast and NA 
mold count/ o6mee q11cno 
ApO)IOKeBblX 11 IlJleCHeBbIX 
rpHfiOB 

Escherichia Coli NA 

11 Uniformity of dosage units/ 
OJJ.HOpO,ll.HOCTb 

4.2 
,ll.03HpOB3HHblX e/].HHUU. 

Remarks : The Product confirms to ND/ 
TipuMetJanne: TTpo.nyKT coorneTcrnyeT Tpe6osaHIDIM HA 

1:==========;-;=======::;;::======~ 
Prepared by/ 
lloAroTosneHo: Pravesh 
Rana 1 
Date / 
)];am: 20.05 .2026 

Checked by I 
Dpoaepe1m: Pardeep 
Kumar 

C> f ... 

, 

Checked by (AQA) / 
npoeepeHo (AOK): 
Ami t Kumar 

Page 7 of 11 / CTp. 7 01 11 

Specification/ HopMa 

not more than 103 CFU/g; / 
He 6onee 103 KOE/r; 

not more than 102 CFU/g; / 
He 6onee 102 KOE/r; 

shell be absent in 1 gram. / 
OTCYfCTBHe B 1 r. 

Acceptance value (AV) not more than 15.0 
TToKa3aTeJib nprreMneMOCTH (AV) AOJI)KeH 6h!Th 

He 6onee 15,0. 

Conclu ion : APPROVED / 

3aKJ110'lenue: O)],OliPEHO 

Approved by: Quality Assurance/ Authorized person / 
OJ.lo6peHo: O6ecnel.fem1e KaYecrna/OrneTcTBeHHoe 

mmo: ~l,i IV I} tJ / 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH$HKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCneprupyeMbie B IlOJIOCTH pTa, 10 Mr 
Market/ PhrnOK : Russia / Poccmi: 
Batch No/ 

: V2601021 
Batch Quantity/ 36,00,000 tab / 

Cepm1 .N'!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003398952 
Date of Analysis / 

20.05.2026 
AuaJIHTH'leCKHH OT'leT .N'!! ,UaTa auaJiu3a 
Date of Manufacture / 

: 04/2026 
Date of Expiry/ 

03/2028 
,l(aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
Ilpon3BOACTBeuuaH : MNB/05/263 

HoMepPY 
: JID-.N'!!(004669)-(Pr-RU) 

J1UQeH3UH .N'!! 
Analysis performed according ND:/ AuaJiu3 npoBeAeH no H,u: JID-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKU:HH yTsep~eua: 21.04.2025 

Page 8 of 11 / CTp. 8 03 11 
No 

Test I IloKaJaTeJlb Results I PeJyJ1bTaTbl Specification / HopMa 
.N'!! 

12 Assay / KoJ1uqecTBennoe 10.0 mg I 10,0 Mr From 9.0mg to 11.0mg of 
onpeAeJ1enue (99.6 %) C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr AO 11,0Mr 
C1sH13NO3•C4H11NO3 (KeToponaKa 
rpoMeTaM11n) (OT 90,0 AO 110,0 % OT 
3allBJieHHOfO Kom:1.qecTBa) B Ta6JieTKe. 

13 Butylhydroxyanisole 0.0930 mg/tab I Not less than 0.042 mg/tab. I 
content I CoAepmanue 0,0930 Mr B Ta6JieTKe He Mettee 0,042 Mr B rn6JieTKe. 
6yTHJlfHAPOKCHaHH30Jla 

Conclusion : APPROVED / 
3aKJ110qenue: O,l],OliPEHO 

I!========:::::::;--;::=======::;-;:::========: 

Remarks : The Product confirms to ND/ 
IlpuMeqanue: ITpoAyKT coorneTcrnyeT rpe6oBaHHJIM H,n: 

Prepared by/ 
noAroToBJieHo: Pravesh 

Rana 1 
Date/ 
,O:ara: 20.05.2026 

Checked by / 
Tipoeepetto: Pardeep 
Kumar 

=-f 
Date / 
)],am: 20.05.2026 
Reglsterc-d O fice: 8-2-337, 

Checked by (AQA) / 
TTposepeHo (AOK): 
Amit Kumar 

,.,..--A -

Approved by: Quality Assurance/ Authorized person / 
OAo6peno: O6ecneqem:1.e Kaqecrna/OrneTcrnennoe 
mruo: 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.corn 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJill3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys .com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpo,[J,yKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,[J,HCUeprunveMhle s DOJIOCTH pTa, 10 Mr 

Market / PhlHOK : Russia I Poccm1 

Batch No/ 
: V2601021 Batch Quantity / 36,00,000 tab I 

Cepun .N'!! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003398952 
Date of Analysis / 

20.05.2026 
AuaJIHTH'leCKHH OT'leT .N'!! )laTa auaJiu3a 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

)J.aTa npOH3B0,[J,CTBa ro,[J,eH,[1,0 

Mfg. License No. / 
MA number:/ 

IIpou3so,[J,cTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-.N'2(004669)-(Pr-RU) 
JIHQeH3HH .N'!! 

Analysis performed according ND:/ AnaJIHJ npose,[J,eu no 11):(: Jill-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HttCTPYKQHH YTBepmJI.etta: 21.04.2025 

Paee 9 of 11 / Crp. 9 HJ 11 
No 

Test I IloKaJaTeJib Results/ Pe3yJibTaTbI Specification / HopMa x~ 
14 Package description / 10 tablets in a blister of 10 tablets in a blister of (PA/ AL/PE with 

Onucauue ynaKOBKH (PA/AL/PE with desiccant/HDPE) foil // (PE/AL) foil. 1 or 2 
desiccant/HOPE) foil// (PE/AL) blisters with patient information leaflet in a 
foil. 2 blisters with patient carton pack. / no 10 rn6nernK B 6nuCTepe m 
information leaflet in a carton (TIA/ AJI/TT'.3 C snaronornonneneM/TT'.3BTI) 
pack. I no 10 Ta6JieTOK B !pOJibrH II (TT'.3/AJI) !pOJibrH. no 1 !UHi 

6m1CTepe H3 (TIA/ AJI/TT'.3 C 6m1cTepa BMeCTe C JIHCTKOM-BKJia,!lbIIIleM 
snaronornonneneM/TI'.3BTI) nalJKY KapTOttttyIO. 
!pOJibrH // (IT'.3/ AJI) !pOJibrH. IT 0 
2 6JIHCTepa BMeCTe c JIHCTKOM-
BKJia,!lbtIIleM B nalJKY 
KapTOHHYIQ. 

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in 
every 20 batches or one batch per year whichever is more. 
* Ilpu BbrnycKe JieKapCTBCHH0ro npenapaTa K0HTp0Jib Ka'-leCTBa no noKaJaTeJIIO «MHKpo6HOJIOrH'-ICCKaSI 
'-IHCTOTa» npOBO,!lHTCSI ,!lJUI Ka,KJ:IOH 20-ou cepuu, HJJH ,!lJJSI O,!lHOH cepuu s ro.u, s JaBHCHM0CTH OT Toro, '-IT0 
uacTynHT paHblllC. 

2 
B 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJ110'-lem1e: O,ll,OliPEHO IlpuMe'-lauue: flpo.uyKT coorneTcrnyeT TPe60BaH11»M H.D: 
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TTo.urornsnetto: Pravesh 
Rana 1 
Date I 
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Kumar 

Checked by (AQA) / 
ITposcpeHo (AOK): 
Amit Kumar 

(\ 

Approved by: Quality Assurance/Authorized person/ 
Ot1.06petto: O6ecnelJeHue KalJecrna/OrneTCTBCHHOe 
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Dr.Reddy's •· •• • . 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSl 
CEPTH <I> BEAT AHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
llpOlJ.YKT: KeTOPOJJ® 3KCD()ecc (KeTOPOJJaK) Ta6JJeTKII, lJ.UCneprnpyel\lble B DOJl0CTII pTa, 10 Mr 
Market/ PhIHOK : Russia / Poccm1 
Batch No I 

: V2601021 Batch Quantit / 36,00,000 tab I 
Cepmr .N'!! O61>eM cepnH 36,00,000 rn6 
Analytical Report No I 

: 040003398952 Date of Analysis / 
20.05 .2026 AHaJiuTuqecKHH oTqeT .N'!! llaTa auaJJHJa 

Date of Manufacture / 
: 04/2026 Date of Expiry / 

03/2028 ,ll;aTa 01)0113B0ll.CTBa ro.neu ,!J,O 
Mfg. License No./ 

MA number:/ 
llpoHJBOlJ.CTeeunaH : MNB/05/263 

HoMepPY 
: Jlll-.N"!!(004669)-(Pr-RU) 

JIHQCH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBell,eu no H)];: Jffi-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / IIncTpy1e1.urn yTBepm,aeua: 21.04.2025 

Pa2e 10 of 11 / CTp. 10 HJ 11 
API name/ HauMeuoeaane A<l>C: Ketorolac tromethamine / KeToponaKa TP0MeTaMHH 
INN /MHH: Ketorolac / KeToponaK 
API manufacturer batch number/ 

ABSH006408 
HoMep cepuu nponJBOlJ.HTeJIH A<l>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHQHH npoHJBOll,HTeJIH FESA00588 
r JI<I>: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
IlpOU3B0ll,UTCJib A <l>C, CTpana: ,ll;-p PeMtt'c Jla6opaTOpHC Jl.T,n. , l1H.[{l-i.H 
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 
site/ MNB/05/263) I 
HauMeHoBauue, all,pec, nuqeHJHH ll,JIH ,ll;-p PeMtt C Jla6opaTOpHC JlT,n., l-1.H.[{HSI , TipoH3BO,D.CTBeHHOe 
IlponJBO,!J,CTBeHHaH nnom:a,1J,Ka / Ilnom:all.Ka no,upa1,neneHtte-6, Bttn11. Kxo11b, Hasiarapx Poy.n, Ea.LUJ.tt, ,ll;HcTpttKT 
K011Tporu1 KaqecTBa / Ilnom:aAKa BbmycKa ConaH, x.n., 173205, MH,11.H.H (nHLteH.3HJI HOMe p 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 testing records are verified and their compliance with Good Manufacturing Practice of tbe Eurasian 
Economic Union is established». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
TTpttMe'lanue: ITponyKT cooTBeTcrnyeT Tpe6osaHHj{M H.r( 3a1w1o<teHue: O,ll;Ol>PEHO 

1:==========;-;=:======::::;-;:::========:::: 
Prepared by/ 
nonrornsneHo: Pravesh 
Rana 

Date / 
,ll,arn: 20.05.2026 

Checked by I 
TipoBepeHo: Pardeep 
Kumar 

~-r -< _ 

Checked by (AQA) / 
TTposepeHo (AOK): 
Amit Kumar 

~~ 

, 

Approved by: Quality Assurance/ Authorized person / 
On.o6pe,m: O6ecneqem1e Ka'-!ecTBa/OrneTCTBeHHoe 
mtuo: 

Tel : +9140 4900 2900, Fax: +91 40 4900 2999, Email : mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.corn 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 

Tel: +91 98166 56001-02 
www.drreddys.com CERTIFICATE OF ANALY I 

CEPTD <l>JIKAT AHAJIH3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
II110,11,v1n: KeT011on® 3tccnnecc (KeToponaK) Ta6neTKH, J,1. Hcnepr111>veMMe B rronocTn pTa, 10 Mr 

Market / PbIHOK : Russia / Poccm1 
Batch No/ 

: V2601021 Batch Quantity/ 36,00,000 tab/ 
Ceom1 .N'!? O6'beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003398952 Date of Analysis / 
20.05 .2026 AnamJT11lfectc11ii oTqeT .N'!! llaTa aHaJIHJa 

Date of Manufacture/ 
: 04/2026 Date of Expiry / 

03/2028 ).J:aTa fll)0H3B0,IJ,CTBa ro1.1,e111.1,0 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,IJ,CTBeHHaH : MNB/05/263 
HoMepPY 

: JIIl-.N'!!(004669)-(Pr-RU) 
m1QeH3HH N2 

Analysis performed according ND:/ AttaJIH3 npoee,11,eH no H,lJ;: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / U.11cTnv1e1urn VTBe1>iK.Jlena: 21.04.2025 

Page 11 of 11 / CTp. 11 01 11 
3aKJUoqeHHe O COOTBeTCTBHH: «HacTml:W:HM SI IIO)];TBep)KLl;aIO, tITO rrpHBe.n;eHHa}l BbIIIIe HH<popMal.J;HH HBJI}leTCX 

Ll;OCTOBepHOH H TOtIHOH. 3m cepHH rrpo.n;yKUHH rrpOH3Be.n;eHa (BKJIIOtiax yrraKOBKY (MapKHpOBKY) H KOHTpOJib 

Katiecrna) Ha BblIIIeyKa3aHHOH rrpOH3B0)];CTBeHHOli rnmrn:a.n;Ke (rrnorn:a.n;Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHHHMH ITpaBHJI Ha,n;Jie)Karn:eft rrpOH3BO)];CTBeHHOli rrpaKTHKH EBpa3HHCKOro 3KOHOMHtieCKOfO COI03a H 

Tpe6oBaHHHMH KOHTpOJUI KatieCTBa JieKapcrneHHbIX cpe,n;CTB, a TaK)Ke B COOTBeTCTBHH co crreuH<pHKaIJ,HXMH 

co.n;ep)Karn:HMHCX B per:0:crpaUHOHHOM )];OCbe CTpaHbl-HMIIOpTepa. 3arrHCH no rrpOH3BO,D;CTBY, yrraKOBKe H attamny 

rrpoaepeHbl, H ycTaHOBJieHO RX COOTBCTCTBHe Tpe6oBaHHXM ITpaBHJI Ha,D;Jie)Karn:eil rrpoH3BO)];CTBeHHOM npaKTHKH 

EBpa3HMCKOfO 3KOHOMHtieCKOfO COI03a». 

Remark : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMC'lau11e: Tipo,nyKT cooTBeTcrnyeT -rpe6oBattll!M H.L( 3aKJU0•4ettue: 0)1.0liPEHO 
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