
•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJIII3A 

I I. ~ ldy l ~I 01 rl 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAYKT: KeTOpo.n® 3 Kcnnecc (KeTOPOJiaK) Ta6J1eTKII, JUICneprunveMble B DOJIOCTH DTa, 10 Mr 

Market / PLIHOK : Russia I Poccm1 
Batch No/ : V2600768 

Batch Quantity / 36,00,000 tab / 

CepnH .N'!! O61,eM cepuu 36,00,000 Ta6 

Analytical Report No / : 040003367632 
Date of Analysis / 21.04.2026 

AuaJIHTH<JecKnii OT'leT .N'!! ,ll;aTa auaJinJa 

Date of Manufacture / : 03/2026 
Date of Expiry / 02/2028 

,[I;aTa DPOH3BOJJ.CTB3 ro)J.eH JJ.O 

Mfg. License No. / MA number:/ 
IlponJBOJJ.CTBeuuaH : MNB/05/263 

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

JIHU:eHJHH .N'!! 
Analysis performed according ND:/ AttaJIHJ npoeeAeH no H,n:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKU:HH yTeepm,a;eua: 21.04.2025 

Pa!!e 1 of 11 / CTp. 1 HJ 11 
No 

Test I CT0Ka1aTeJ1b Results/ Pe1yJ1bTaTbl Specification / HopMa x~ 
1 ~escription / Onucaune Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 

tablets with "I" debossed on one debossed on one side. I Kpyrnh1e TTJIOCKHe 

side. / Kpyrnh1e nnoCKHe Ta6JieTKH c cpacKOH, CBeTJIO-)KeJITOro UBeTa C 

Ta6JieTKH c cpaCKOH, CBerno- rpaBHpoBKOH «I» ua O.ll.HOH crnpoue. 
)KeJITOro UBeTa C rpaBHpOBKOH 
«I» Ha O,D,HOH CTOpoHe. 

2 Identification / Mi:1eHTH<l>ttKaUHH 

Ketorolac I KemopoJ1aK Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-
cneKTpbI nornomeum1 wcnhnyeMoro pacrnopa H 
pacrnopa CTaH.ll,apTHOro 06pa1ua KeToponaKa 
TPOMeTaMHHa ,IlOJI)KHbl HMeTb MaKCHMYMbl npH 
OJ:IHOH 11 TOH )Ke LIJIHHe BOJIHbl (± 2 HM). 

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

Op11Me11a1me: Tipo.o.yKT cooTBeTcTeyeT TPe6oeau 11siM HJ]. 3aKJ110 1Lcuue: 0 .LJ.OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by : Q ual ity A surance/A uthorized per on / 

IloAro-roaneHo: Ashi h n p?BepeHo:Prai e h Ilpoaepeuo (AOK): O.o.06pe110: 06ecne•1eH11e 1<a'-l.ecTBa/OrneTcTBeHHOe 

Kumar ~ R ana / Ajay Kumar Srivastava n11uo: -11 ~t SWM-W-Jli c&4 >-
Date / Date/ Date/ I Date I :2-t ..-o i ,,. '),(/),6 
LI.aTa: 2 1.04.2026 )lam: 2 1.04.2026 .[laTa: 2 1.04.2026 narn: 

7 f .l If r !'II• II 11 , r, II 1 J 1 •lf'• ln!fl , , 
I 



•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~l:IKATAHAJilI3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uyKT: KeTopoJI® 3Kcnpecc (KeTOJ)OJiaK) Ta6JieTKH, ,uucneprupyeMbie B UOJIOCTH J)Ta, 10 Ml' 
Market / PLrnoK : Russia / Poccm1 

Batch No/ 
: V2600768 

Batch Quantity/ 36,00,000 tab/ 

CepnH .M! O6-beM cepuu 36,00,000 rn6 

Analytical Report No/ 
: 040003367632 

Date of Analysis / 
21.04.2026 

AnaJinTn'leCKHH OT'leT .M! ,UaTa auaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,UaTa npOH3B0,UCTBa ro,ueu ,uo 
Mfg. License No./ MA number:/ 
IlponJBO.UCTBeuuaH : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npose,ueu no HtJ:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IlncTPYKUHH vrnep~eua: 21.04.2025 

Pa~e 2 of 11 / Crp. 2 HJ 11 
No 

Test I IloKaJaTeJib Results I PeJyJibT8TbI Specification / HopMa 
.N'2 

Complies / CooTBeTcTByeT The retention time of the main peak on the 
chromatogram of test solution should correspond 
to that on the chromatogram of ketorolac 
tromethamine standard solution (Assay section). 
I BpeM.51 y,nep)l(1183HIDI OCHOBHOro ITl1Ka Ha 
xpoMaTorpaMMe li!CITblTyeMoro pacTBopa 
Jl0Jl)l(HO COOTBeTCTBOBaTb speMem1 
y nep)l(11Batt1151 OCHOBHOfO Ill1K3 Ha 
xpoMaTorpaMMe pacTBopa CTaHJl3pTH0fO 
06pa1ua KernponaKa TpOMeTaMl1Ha (pa1.uen 
«KonwiecTBeHHoe onpe.uenett11e» ). 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'lanue: TTponyKT cooTBeTcrnyeT Tpe6osaH1151M HA laKJIIO'lenue: 0,L(OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 

TionrornsneHo: Ashish , TiposepeHo:Pral el! 1 TiposepeHo (AOK): O.uo6peHo: O6ecne'!ett11e Ka'!ecrna/OrneTcTBeHHOe 

Kumar ,-- Rana Ajay Kumar Srivastava JI11U0: -A wJ.t ~kc.(/vC-'1 ~ 
~ 

'Date/ Date I Date/ 'Date I 2--/ r(') ~ r~'J-C 
)J.aTa: 21.04.2026 ,ll;arn: 21.04.2026 ,ll;arn: 21.04.2026 ,ll;arn: 

fl I r y, 1 1 .i ,1, 11 1 r , , , w. 
' ll 

I 



•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTM <I> IIKA T AHAJilI3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;::i;y1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ;::i;ucneprupyeMbie B IlOJIOCTH pTa, 10 Mr 
Market / PhlHOK : Russia / Poccm1 
Batch No/ 

: V2600768 Batch Quantity/ 36,00,000 tab I 
CepuH .M! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003367632 
Date of Analysis / 

21.04.2026 
AnaJIHTw1ecKuu OT'IeT N!! J{aTa auaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry I 

02/2028 
)J:aTa npOH3B0)J;CTBa ro;::i;eu )J;O 
Mfg. License No./ 

MA number:/ 
IlpouJBO)J;CTBeHHaH : MNB/05/263 

HoMepPY 
: JIII-N!!(004669)-(Pr-RU) 

JIHU:eHJHH N!! 
Analysis performed according ND:/ AuaJIHJ npoBe;::i;eu no H)];: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIHCTPYKU:HH yTBep~eua: 21.04.2025 

Test/ Iloi-:aJaTeJib 

Butylhydroxyanisole I 
EymunzuopoKcuaHU30ll 

Remarks: The Product confirms to ND/ 

Results/ PeJyJibTaTbI 

Complies I CoorneTcrnyeT 

IlpHMe'!am,e: Tipo,nyKT C0OTBeTcTByeT Tpe6oBaH1151M H,n: 

Prepared by / Checked by/ Checked by (AQA) / 
ITo.urornBnetto: Ashish TipoBepetto:Praie. h ITpOBepetto (AOK): 
Kumar ;- Rana Ajay Kumar Sriva·stava 

0--
Date I Date I Date I 
,n:arn: 21.04.2026 ,n:arn: 21.04.2026 ,n:arn: 21.04.2026 

Pa2e 3 of 11 / CTp. 3 u3 11 

Specification / HopMa 

The retention times of2-butylhydroxyanisole and 
3-butylhydroxyanisole peaks on the 
chromatogram of the test solution should 
correspond by the retention times to 2-
butylhydroxyanisole and 3-butylhydroxyanisole 
peaks on the chromatogram of 
butylhydroxyanisole standard solution 
("Butylhydroxyanisole content" section). / 
BpeMeHa y)],ep)!(ttBaHJ151 IIl1KOB 2-
6yT11nr11)],pOKCJ1aHJ130na 11 3-
6yT11nrn)],poKc11aHmona Ha xpoMaTorpaMMe 
11CIIbITYeMoro pacrnopa )],Ofl)!(Hbl 
COOTBeTCTBOBaTb BpeMeHaM y)],ep)!(ttBaHJ151 
IIl1KOB 2-6yT11nrn,upoKCJ1aHJ130na 11 3-
6YTHflrH.UpOKCJ1aHl130na Ha xpoMaTOrpaMMe 
paCTBOpa CTaH,napTHOro o6pa3~a 
6YTttnrn.upoKc11aH11Jona (pa3)],en «Co,uep)!(att11e 
6yT11nrn.npoKc11attmona» ). 

Conclusion : APPROVED / 
3aKmo'leH11e: 0,lJ:OliPEHO 

Approved by: Quality Assurance/ Authorized person I 
O.uo6petto: O6ecrre'leH11e Ka'leCTBa/OrneTcTBeHHoe 
n11~0: ),<v\,v~t 5kll,,v--lj l 

IIDate / 
,n:arn: 

')-I r0 ~ ,.. Z-0 ?-{; 

. I ' ., I I ,.,.,-, I I 
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•·· Dr.Raddy's~;• 
CERTIFICATE OF ANALYSIS 

CEPTH <I> HKA T AHA.JIII3A 

r~ 
WW\V.< , ri:>cldy<. corn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO,L.VKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCneprupyeMble e nOJIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No I 

: V2600768 
Batch Quantity/ 36,00,000 tab/ 

Cepu11 .M! O6beM cepun 36,00,000 Ta6 
Analytical Report No I 

: 040003367632 
Date of Analysis / 

21.04.2026 
AnaJIHTH'leCKHii OT'leT .M! ,[(aTa auaJitt3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,[(aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IlpOH3BOACTBeHHaH : MNB/05/263 

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

JIHQeu3u11 .M! 
Analysis performed according ND:/ AuaJitt3 npoBeAeH no H,a:: JIII-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTpYKl.lHH VTBeP"'Aeua: 21.04.2025 

Pa~e 4 of 11 / CTp. 4 03 11 
No Test/ IloKaJaTeJlb Results/ PeJyJlbTaTbl Specification / HopMa 
.N'2 
3 Average weight/ Cpe.nttsiH 69.5 mg 169,5 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 

Macca OT 67,2 Mr .no 72,8 Mr (70,0 Mr± 4,0 %). 
I 

18/20 tablets - not more than ± 10 %; 

Uniformity of weight/ 
2/20 tablets - not more than ± 20%. I 

Complies / CooTBeTcTByeT 18/20 Ta6JleTOK - He 6011ee ± 10 %; 
Ot1,Hopot1,HOCTb MaCCbl 

2/20 rn6neTOK - He 6011ee ± 20 %. 

4 Disintegration time/ 
Pacna.naeMOCTb 

00 min 36 sec/ 00 MHH 36 ceK Not more than 3 min. I He 6011ee 3 MHH. 

5 Dissolution / PacTBopettue Unit-I/ Ta611-l 96% Not less than 75 % (Q) ofC1sHuNO3•C4H11NO3 

Unit-2 / Ta6JI-2 96% 
(ketorolac tromethamine) in 15 min. / He Me Hee 
75 % (Q) C1sHuNO3•C4H11NO3 (KeTOpOJiaKa 

Unit-3 / Ta6JI-3 101 % TPOMeTaMHH) qepe3 15 MHH. 

Unit-4 I Ta6JI-4 101 % 

Unit-5 I Ta6JI-5 105% 

Unit-6 I Ta611-6 101 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpnMeqaHne: Ilpo,nyKT COOTBeTCTByeT Tpe6oBaHHJIM H,ll; 3a1rnioqeuue: 0)1.0.6PEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person / 
TTo.nroTOBJietto: Ashish Tiposepetto:P7av h_ Ilposepetto (AOK): Ot1.06petto: O6ecnetJeHHe KatJeCTBa/OTBeTCTBeHHOe 
Kumar 

~ 
Rana Ajay Kumar Srivastava 11111.-10: -A¼V-,1 ~lAO\ ~ 0--

Date I Date/ Date I I Date/ 2/rOl/r tozt 
,ll;arn: 21 .04.2026 p,arn: 21.04 .2026 ,ll;arn: 21.04.2026 )];am: 

.. I " .u '" I ,,, 
<'I 'I • I ... 

I 

I 



•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTII <I> HKAT AHAJIII3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uyKT! KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,uucneprupyeMhie B noJI0CTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 

Batch No/ : V2600768 Batch Quantity / 36,00,000 tab / 

Cepusi N!! O61>eM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003367632 Date of Analysis / 21.04.2026 
AuaJIHTH'leCKHH 0T'leT N!! ,ll;aTa auaJiuJa 
Date of Manufacture / : 03/2026 Date of Expiry / 

02/2028 
,l(aTa UP0113B0)],CTBa ro.ueu )),0 
Mfg. License No./ 

MA number:/ 
IlponJBO)],CTBeuuasi : MNB/05/263 

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

Jiu11eu3usi N!! 
Analysis performed according ND:/ AuaJIH3 npose)],eu no 11,l(: JITI-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTPYKU.lfst yrnep~eua: 21.04.2025 

Page 5 of 11 / CTp. 5 HJ 11 
No 

Test / IloKaJaTeJlb Results/ PeJyJlbTaTbl Specification / HopMa 
.N'!! 

6 Particle size distribution/ Complies I CooTBeTcrnyeT A uniform suspension passing through a 710 µm 
)],HcnepcHOCTb sieve is formed. I O6pa3yeTCH 0).1,HOpO)],HaH 

cycneH311H, npOXO)],Hll(aH CKB03b Cl1TO C 
pa3MepoM OTBepcrnw 710 MKM. 

7 Impurities / IlpnMecu 

I-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / He 6onee 0,5 %; 

ketorolac: I HmKe npe)],eJJa KOJJH'-leCTBeHHOro 
1-rn)],poKcHaHanor onpe)],enett11H (TIKO = 0,0032 %) 
Kempon a Ka 

1-keto analog of k etorolac / 0.04 % not more than 0.8 %; / He 6onee 0,8 %; 
1-KeTOattanor KernponaKa 

unidentified impurity I 0.01 % not more than 0.5 %; / He 6onee 0,5 %; 
e)],11HH'-IHaH 
HeH)],eHTl1~11U.11pOBaHHaH 
np11MeCb 

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

cyMMa npttMecew 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
[lpuMe<JaHHe: Tipo)],yKT COOTBeTcTByeT Tpe6oBaHHHM HJJ: 3aKJ1to<Jeuue: 0)1,0liPEHO 

Prepared by / Checked by I Checked by (A QA) / Approved by: Qual ity Assurance/ A uthorized person I 
Tio)],roToBnetto : Ashish TipoBepetto:Pra? e h TipoBepetto (AOK): O)],o6peHo: O6ecne'-lett tte Ka'-lecrna/OrneTcrnettttoe 

Kumar 

~ 
Rana Ajay Kumar Srivastava JUIU.O: A,w;Jc ~ kcx.~W-A_ 4F 0--

Date I Date I Date I 'Date I 'J.., r"lf r UJ-1( 
JJ:arn: 21 .04 .2026 JJ:arn: 21.04.2026 JJ:arn: 21.04.2026 JJ:arn: 

,, •' I ,, I ' 

I 

I 



•·· Dr.Raddy's~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.a.y1er: KeTopon® 31<:cnpecc (KeTopoJiaK) Ta6JieTKH, ;::i:ncneprnnveMb1e B noJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm, 
Batch No I 

: V2600768 
Batch Quantity/ 36,00,000 tab I 

CepuH .M! O6'beM cepnu 36,00,000 rn6 
Analytical Report No I 

: 040003367632 
Date of Analysis / 

21.04.2026 
AuaJIHTH'lecKnii OT'leT .N'!! l(aTa auaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry/ 

02/~028 
.l(aTa DPOH3B0Jl:CTBa ro;::i:eu ;::i:o 
Mfg. License No./ 

MA number:/ 
IIpouJBO/l:CTBeuuaH : MNB/05/263 

HoMepPY 
JIII-.N'!!(004669)-(Pr-RU) 

JIHU:eH3HH .N'!! 
Analysis performed according ND:/ AuaJiuJ npoee;::i:eu no H.l(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPVKU:HH VTBep)Meua: 21.04.2025 

Page 6 of 11 / CTp. 6 HJ 11 
No 

Test I IloKaJaTeJlb Results/ PeJyJlbTaTbI Specification / HopMa 
.N'~ 
8 Water content/ 2.4 % Not more than 7 .0 %. / 

CoAep,i(aune B0)),bl He 6onee 7 ,0 %. 

9 Residual solvents/ OcTaTOljHble opraHttljeCKHe pacTBopnTeJ1H 

Isopropyl alcohol / 5µg/tab I Not more than 350 µg/tab. I 
vborrporraHOJI 5 MKr B rn6neTKe He 6onee 350 MKr B rn6neTKe. 

!Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMeljaHne: IlpOJlYKT cooTBeTcTByeT TPe60Baum1M H,l], 3aKJitoljeHne: O)1:OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TTo)).roToBneuo: Ashish TTpoBepeuo:Pr{v h llposepeuo (AOK): O1106peHo: O6ecrrelleHHe Kal!eCTBa!OTBeTCTBeHHOe 
Kumar Rana Ajay Kumar Srivastava mmo: ~ s~l,v.."' ,~ 
~ -A _)-

Date/ Date/ 

I 
Date/ 'Date I 'J-/ .-0 I/ --to 'U 

,UaTa: 21.04.2026 ,l],arn: 21 .04.2026 ,l],arn: 21.04.2026 ,l],arn: 
il ,-.i II U \ I I I ' II ..... ( " •,1 1 i' ' ' Cl -,, •1.hJ.1 I j lilrlj}Jfl 1 ln<l•1 

I 111(1\ld •dd• (PIil 

I 



•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~MKATAHAJIH3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO}WKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, .uucneprupyeMble n UOJIOCTH pTa, 10 Mr 
Market / PhlHOK : Russia I Poccm1 

IIPS Ltd 

Batch No/ 
: V2600768 

Batch Quantity I 36,00,000 tab/ 
CepnH .N'!! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003367632 
Date of Analysis / 

21.04.2026 
AuaJinTn'lecKuii OT'leT .N'!! .l(aTa auaJIHJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
J(aTa npOH3B0.UCTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
IlponJBO.LJ:CTBeuuaH : MNB/05/263 

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

JIHU:eH3HH .N'!! 
Analysis performed according ND:/ AuaJIUJ npone.ueu no H.l(: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTPYKU:HH yrnep,KJJ;eua: 21.04.2025 

Page 7 of 11 / CTp. 7 u3 11 
No 

Test/ IImrn1aTeJ1b Results/ Pe1yJ1bTaTbI Specification / HopMa }(! 

10 Microbiological purity*/ Mmepo6ttoJ1ornqecKaH '-IHCTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6mee q11c110 He 6011ee 103 KOE/r; 
a1po6Hb!X MHKpo-
opram:13M0B 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6mee q11c110 He 6011ee 102 KOE/r; 
.upm10I<eBblX 11 rrnecHeBbIX 
rp1160B 

Escherichia Coli NA shell be absent in l gram. / 
OTCYTCTBHe B 1 r. 

11 Uniformity of dosage units / Acceptance value (AV) not more than 15.0 
O,uuopO.llHOCTb 

6.6 
TioKa3aTeJib rrp11eMJieMOCTH (AV) ,UOJI)KeH 6bITb 

,U03ttpOBaHHblX e,UHHHU He 6011ee 15,0. 

Remarks : The Product confirms to ND/ 

I 
Conclusion : APPROVED / 

□pnMe'-laHne: Ilpo.uyKT cooTBeTcTByeT TPe6oBaHHHM H)]; 3aKmoqeuue: O)];Ol>PEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
Tio.uroTOBJJeHo: Ashish IlpoBepeHo:Pravesh ripoBepeHo (AOK): OD,o6petto: 06ecne'fem1e Ka•1ecTBa/OrneTcTBem1oe 
Kumar Rana i Ajay Kumar Srivastava nl1UO: A~- ~~~~ '1B' • 
~ ~J----

Date I 

I 
Date/ Date I !Date I 2{ ~Ol/r 'kJ'J,( 

)];am: 21.04.2026 )];am: 21.04.2026 )];am: 21.04.2026 )];am: 
~ \r:: ~4 • ~ I t ' . ,, LI' ~ ', •(+->. <l • ~ I :) ~ i t i".ll 1 ,H ,1 , "' ,, r ' ' ;(), ,, "' 'Y, ". n," 

' r 1<11 n II u " 1<11110 • '100 'l •'l , 1 I. 11111(,.>1. r clrly•, 11 

, 1M· Ls 9. P1'JM1•1.u10, ,c7 
•✓•,, d r Jdy~. t ,n 

I 



•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH«I> HKA T AHAJIH3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpoAyin: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AncneprupyeMbie B noJIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia / Poccm1 
Batch No/ : V2600768 

Batch Quantity / 36,00,000 tab I 
CepnH .N'!! O61,eM cepuu 36,00,000 rn6 
Analytical Report No / : 040003367632 

Date of Analysis / 
21.04.2026 

AuaJIHTH'leCKHH OT'leT .N'!! ,[(aTa anaJin3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry/ 

02/2028 
,[(aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ MA number:/ 
Ilpon3BOACTBeuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no HJ(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKQHH VTBepm.tJ,ena: 21.04.2025 
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No 

Test I IloKaJaTeJib Results/ PeJyJibTaTbt Specification/ HopMa 
.N"!! 
12 Assay / KoJIH'feCTBeHHoe 9.9 mg I 9,9 Mr From 9.0mg to 11.0mg of 

onpeLJ:eJieHne (98.7 %) C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 
(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr JlO 11,0 Mr 
C1sH13NO3•C4H11NO3 (KeTOpOJiaKa 
TpoMeTaMHH) (OT 90,0 JlO 110,0 % OT 
33~BJieHH0ro KOJIJ1'1eCTBa) B Ta6JieTKe. 

13 Butylhydroxyanisole 0.0930 mg/tab I Not less than 0.042 mg/tab. / 
content I CoLJ:epJK:aHne 0,0930 Mr B Ta6JieTKe He Mettee 0,042 Mr B rn6JieTKe. 
6yTHJlrHJlpOKCHaHH30Jla 

Remarks : The Product confirms to ND/ Conclusion : APPRO ED/ 
IlpnMe'faHue: TipoLJ:yKT cooTBeTcTByeT Tpe6osaH~M HA 3aKmo•1eo11e: OJ].O6PEHO 

Prepared by / Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person/ 
TT01trOTOBJ1eHo: Ashish TTposepetto:Pravesb TTpoBepetto (AOK): OJlo6petto: O6ecne'leH11e Kal!ecrna/OrneTCTBeHHoe 
Kumar 

~ 
RmIB { 

Ajay Kumar Srivastava mruo: A 1-M.,Ct i tliU,IAN{ ~ ; 

Date I Date I Date/ !Date / O--/ rO ~ r 'U/J,C 
.r(arn: 21.04.2026 ,[(am: 21.04.2026 ,[(am: 21 .04.2026 )J,arn: 

~l .l ..i ' ) ·1 ', r ' ,1.:M. 1p1;.;nt,,;in i 1r:m ., 
I• cl I 

m 

I 



•·· Dr. Raddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH$HKATAHAJilI3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.nyKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTirn, ,!J;HCnepruoveMble B UOJIOCTH pTa, 10 Mr 
Market / PblHOK : Russia I Poccm1 

Batch No/ : V2600768 
Batch Quantity / 36,00,000 tab I 

CepuH .M! O6'beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003367632 
Date of Analysis / 

21.04.2026 
AuaJIHTH'lecKun OT'leT .N'!! )I:aTa auaJiuJa 
Date of Manufacture / : 03/2026 

Date of Expiry / 
02/2028 

)laTa IlPOH3B0,!J;CTBa ro,!J;eH ,!J;0 
Mfg. License No. / 

MA number:/ 
IlpouJBOtJ:CTBeunaH : MNB/05/263 

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

JIHU:eH3HH .N'!! 
Analysis performed according ND:/ AuanuJ npoBe)];eH no H)I:: JIII-.M,(004669)-(Pr-RU)-190224 
PIL version approved: / Jil11CT1>YKU:1Jjf yTBepJK,JJ.eua: 21.04.2025 

Page 9 of 11 / CTp. 9 HJ 11 
No 

Test I TioKaJaTeJib Results/ PeJyJJbTaTbl Specification / HopMa 
.N'!! 

14 Package description / 10 tablets m a blister of 10 tablets in a blister of (PA/AL/PE with 
OnHCaHHe ynaKOBKH (PA/AL/PE with desiccant/HDPE) foil // (PE/AL) foil. 1 or 2 

desiccant/HDPE) foil// (PE/AL) blisters with patient information leaflet in a 
foil. 2 blisters with patient carton pack. / ITo 10 rn6neTOK B 6;mcTepe 113 

information leaflet in a carton (TIA/ AJ1/I13 C BJiarorrornonneneM/I13BIT) 
pack. I no 10 Ta6JieTOK B qJOJibfl1 II (I13IAJ1) qJOJihnl. no 1 11JIH 

6m:1cTepe 113 (ITAi AJI/IT 3 C 6J1HCTepa BMeCTe C JlHCTKOM-BKJia)lblllleM 
BnarorrornornTeneM/I13Bil) rra1rny KapTOHH)'IO. 
qionhrn // (I13/AJ1) qionhrn, ITo 
2 6JIHCTepa BMeCTe c JIHCTK0M-
BKJla)lbillleM B rra4KY 
KapTOHHylO. 

* 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. 

* TipH BblnYCKe JJeKapcTBeHHOro rrperrapaTa KOHTpOJJb Ka'leCTBa no noKaJaTeJJJO «MMKp06HOJIOrH'leCKaH 
'IHCTOTa» npoBO,ll,MTCH ,ll,JIH K3)KJJ,OH 20-0H cepHH, HJIH ,ll,JIH 0,ll,HOH cepnu B ro,ll,, B 33BHCMMOCTH OT Toro, 'ITO 

H3CTynHT paHbllle. 

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

IlpnMe'laHne: IlpoJ:J.yKT coorneTcrnyeT Tpe6oBaHHHM HA JaKJIJO'leHne: O,ll.OEPEHO 

2 
B 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
lloAroTOBJietto: Ashish n poBepeHO?.Pr e h IlpoBepeHo (AOK): Oa o6peHo: O6ecn~4eHHe Ka<Jecrna/OrneTCTeeHHOe 
Kumar • Rana (J Aj~y Kumar Srivastava JIH U.0: • .ilf\lv\,V{; ~ ~a.lM.,,._l\ ~ / 

--Pn_>--
Date/ Date I Date I IDate / ?-/ ~~ l/ r Q,1>1J-t 
)],am: 21.04.2026 ,ll;arn: 21.04.2026 )],am: 21.04.2026 ,ll;arn: 

_ .... 
I ' ' ... ' • I I l •' I I 

I 



•·· Dr. Raddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJIH3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpotJ,yKT: KeTopon® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, tJ,HCneprupyeMl:.le B DOJIOCTH pTa, 10 Mr 
Market / P1:.1noK : Russia / Poccirn 
Batch No I : V2600768 

Batch Quantity/ 36,00,000 tab I 
CepuH .M! O6neM cepuu 36,00,000 rn6 
Analytical Report No I : 040003367632 

Date of Analysis / 21.04.2026 
AnaJIHTH'lecKuii OT'leT .M! )],aTa auanuJa 

Date of Manufacture / : 03/2026 
Date of Expiry/ 02/2028 

)],aTa npOH3B0tJ.CTBa rotJ,eH tJ,0 
Mfg. License No./ 

d 

MA number:/ 
IlpoHJBOtJ,CTBeHHaH : MNB/05/263 

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

JIHQenJHH .M! 
Analysis performed according ND:/ AuaJIHJ npoBetJ,eu no H)],: JIIl-.M!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HncTJ)yKQHH yrnep)KJJ.eua: 21.04.2025 

Page 10 of 11 / CTp. 10 HJ 11 
API name/ HauMenoBanue A~C: Ketorolac tromethamine I KeTOpomU<a TpoMeTaMMH 
INN /MHH: Ketorolac I KeTOponaK 
API manufacturer batch number/ ABSH006295, ABSH006295 
HoMep cepuu npoHJBOtJ.HTeJIH A~C: 
FP Manufacturer API Batch number / 
HoMep cepuH cy6cTaHQHH npOH3B0tJ,HTeJIH FESA00537, FETA00146 
r JI<I>: 

API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India / 
1IpouJBOtJ.HTeJI1:. A~C, CTpaua: )];-p Pe,n.11.11'c Jla6opaTOpHC JlT,!J,., l1H,!J,M51 
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 
manufacturing site I Control site/ Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 
site/ MNB/05/263) I 
HauMenoBauue, at1.pec, JIHQeHJHH tJ,JIH ,ll;-p PeMH'c Jla6oparnpHC JlT,!J,., l1H,!J,H51, I1pOH3B0,!J,CTBeHHOe 
IIpouJBOtJ.CTBeuuaH nJiomai.Ka / 1Inomat1.Ka notJ.pa3AeneHHe-6, BHnn. KxoJih, Hanarapx Poy,u, BaMH, ,lJ;HCTpHKT 
KOHTpOJIH Ka'leCTBa / Ilnomai.Ka Bl:.IDYCKa ConaH, X.TI., 173205, l1H.UH51 (nm.leH3H51 HOMep 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 the Eurasian 
Economic Union is established». 

IRemark : The Product confirms to ND/ Conclusion : APPROVED / 
TTp11Me<JaHue: IIponyKT COOTBeTCTByeT Tpe6oBaHH51M H,l.l; 3aKJHO<teHne: O)];OliPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
n o.n.roTOBJleHo: Ashish 

r:.:•peHo'Jl h 
IIposepeHo (AOK): OJ.l06peHo: O6ecne1JeHHe Ka1JeCTBa!OTBeTCTBeHHOe 

Kumar 

► 
Ajay Kumar Srivastava n11uo: AnNv-X~t~ 

~ -Pn 
Date / Date/ 

I 
Date / 'Date I ?-/ rt)lf r 'Z{)?l I Jl.ara: 21.04.2026 ,[{a-ra: 21.04.2026 ,l.l;ara: 21.04.2026 Jl.ai-a: 

hi t•,l 11 < I I' ' 'I I , l 1::h I - - I 1 10., · t ll th t.',Lf ,t. 1(1 

.:id, riv ~ m 



•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTM ct> IIKAT AHAJIII3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.c.wicr: K eTopon® 3 Kcnpecc (KeTopoJiaK) Ta6JieTKH, .11:ncneprnoveMLie e noJiocTn PTa, 10 Mr 
Market / PLIHOK : Russia I Pocc1-rn 

Batch No/ 
: V2600768 

Batch Quantity/ 36,00,000 tab / 
CepttH .M! O6beM cepHH 36,00,000 rn6 
Analytical Report No/ 

: 040003367632 
Date of Analysis/ 

21.04.2026 
AuaJIHTHlfeCKHH OTlfeT .N"!! .l(aTa auaJitt3a 
Date of Manufacture/ 

: 03/2026 
Date of Expiry / 

02/2028 
.l(aTa DPOH3BOACTBa ro.11:eu )J;O 
Mfg. License No./ 

MA number:/ 
Ilpou3BOACTBennaH : MNB/05/263 

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

JIH1'eH3HH .N"!! 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no H.l(: Jlll-.N"!!(004669)-(Pr-RU)-190224 
PIL version approved: / MHCTPYK1'HH yTeep)K.11:ena: 21.04.2025 

Page 11 of 11 / CTp. 11 n3 11 
3aKJ11oqem1e O COOTBCTCTBUU: «HacTo51mHM 51 rro,urnep)K,UaIO, qrn rrpHBe,UeHHa51 BbIIIIe Irnq>opMal.(H51 51BJrneTC51 

,UOCTOBepHOH H TO':IHOH. 3m cepH51 rrpo,uyKU:HH rrpOH3Be,n:eHa (BKJIIOqa51 ynaKOBKY (MapKHpOBKY) H KOHTpOJib 

Kaqecrna) Ha BbIIIIeyKa3aHHOH rrpoH3B0,UCTBeHHOH IIJioma,uKe (rrJioma,nKax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBam-rnMH ITpaBHJI Ha,UJie)Kameii rrpOH3B0,UCTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMH':leCKOfO COI03a H 

Tpe6oBaHH5IMH KOHTpOAA Ka'IeCTBa JieKapCTBeHHbIX cpe,UCTB, a TaK)Ke B COOTBeTCTBHH co crre:o;Hq>HKal.(mIMH, 

co.n:ep)KamHMHC51 B perncTpa:o;HOHHOM ,UOCbe CTpaHbI-HMIIOpTepa. 3arrHCH ITO rrpOH3BOL{CTBY, yrraKOBKe H aHaJIH3Y 

rrpoBepeHbI, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH5IM ITpaBHJI HaL{Jie)Karu;eif rrpOH3BOL{CTBeHHOH rrpaKTHKH 

EBpa3HHCKoro 3KOHOMH'IecKoro coI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'-!auue: TTpo.nyKT cooTBeTcTByeT TPe6osaHH.HM H,ll. 3aKJIIO'-leHHe: 0,lJ.OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TTo.nrornsneHo: Ashish n poeepeHo:Pra'ie npoeepeHo (AOK): Ono6pe.Ho: O6ecrre<JeH11e Ka<J ecTBalOTBeTcTBeHHoe 

Kumac ~ Rana Ajay Kumar Srivastava mm.o: ..{J'0-V '{ f..~M¼ D 

A_)-
Date / Date / Date/ !Date I ').;~o(,t,Zo~6 

I ,[I.am: 21.04.2026 ,ll.ara: 21.04.2026 ):lam: 21.04.2026 ,[I.am: 
,. ., ·-y ,, It ' ' .. ,- ' I 'r II . I\ I I ,H 

! ' I J •" ' ' 


