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

CEPTH «I> IIKA T AHAJIH3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uyKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, .uncneprnoveMble e DOJIOCTH pTa, 10 Mr 
Market / PMuoK : Russia / Pocci-uI 
Batch No/ : -V2600518 

Batch Quantity/ 36,00,000 tab/ 
Cepnn .M, O6'beM cepnn 36,00,000 rn6 
Analytical Report No/ : 040003320537 

Date of Analysis / 
20.03 .2026 

AuaJIHTH'lecKnii OT'leT .N'!! )laTa auaJinJa 
Date of Manufacture/ 

: 02/2026 
Date of Expiry / 

01/2028 
)laTa DPOH3B0,UCTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
Ilpon3eo,ucTeeuuan : MNB/05/263 

HoMep PY 
: JIII-.M,(004669)-(Pr-R U) 

JIHU:eH3HJI .N'!! 
Analysis performed according ND:/ AuaJIH3 npose.ueu no H,LI;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPYKU:HH VTBep,K)leua: 21.04.2025 

Pa2e 1 of 11 / CTp. 1 HJ 11 
No 

Test/ TiotcaJaTeJlb Results/ PeJyJlbTaTbl Specification / HopMa x~ 
1 Description/ OnucaHue Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 

tablets with "I" debossed on one debossed on one side. I Kpyrnb1e ITJJOCKHe 
side. I Kpyrnbie rrnocKtte rn611eTKH c qiacKoi-i, ceerno-)KeJlTOro ueern c 
Ta6JJeTKH c <paCKOH, ceerno- rpaettpoeKott «I» Ha OJJ.HOH cTopoHe. 
)KeJlTOro usern C rpaBHp0BKOH 
«I» Ha OJJ.HOi-1 cTopoHe. 

2 Identification / lfJJ.enTH<l>HKaUHH 

K etorolac I K emopoJ1aK Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm) . / Y<ll-
crreKTpb1 rrornomeum1 11crrb1TyeMoro pacrnopa 11 
pacrnopa CTaH)lapTHOrO o6paJua KeToponaKa 
TpOMeTaMHHa )lOJJ)KHbl HMeTb MaKCHMYMbl rrpH 
OJJ,HOH 11 TOM )Ke JJ.JlHHe B0JIHbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe'ianue: ITpOJJ.YKT coorneTcrnyeT Tpe6oeaHHJIM H,D; 3aKJ1 IO'ieuue: O,IJ,OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
IToJJ.rOTOBJJeHo: Shagun npoaepeHo:Vishal f1poeepeHo (AOK): OJlo6petto: O6ecrre'-leHHe KaYecrna/OrneTCTBeHHoe 

Sharma (J / Amit Kumar 1111 1..\0 : -~ Uri L ilvv-1 P 17 y- 0~~ - --. 

---<. r1 
Date/ Date I Date/ 'Date / ~ )-- 0 7 - 1 i)' i 
)];am: 20.03 .2026 .[{a-ra: 20.03.2026 .[{arn: 20.03 .2026 

(/ _\ "' I_,,. 'I 

.[{aTa: I 



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

CEPTH~IIKATAHAJIII3A 

Dr R ddy'., L~ borat ries I d 
f J Ht 6 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAYin: KeTOPOJJ® 3Kcnpecc (KeTopoJJaK) Ta6JJeTKIJ, AHCnepruoveMhle e DOJJOCTII pTa, 10 Mr 
Market / PblHOK : Russia / Poccirn 

Batch No/ : V2600518 
Batch Quantity/ 36,00,000 tab I 

Cepm1 .M! O6oeM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003320537 

Date of Analysis / 
20.03.2026 

AHaJJuTn'leCKHH OT'leT .N"!! ,ll.aTa aHaJ1u1a 
Date of Manufacture / : 02/2026 

Date of Expiry / 
01/2028 

,ll.aTa npOU3BOACTBa rolleH AO 
Mfg. License No. / 

MA number:/ 
Ilpou1BollCTBeHHaH : MNB/05/263 

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

JJm~eH3HH .N"!! 
Analysis performed according ND:/ AaaJJu3 npoBeAeH no H,ll.: JIII-.N"!.!(004669)-(Pr-RU)-190224 
PIL version approved: / HacTDVKQHH YTBep~eaa: 21.04.2025 

Paee 2 of 11 / CTp. 2 u1 11 
No 

Test/ TioicaJaTeJib Results/ PeJyJibTaTbl Specification / HopMa 
.N'!! 

Complies / CoorneTcrnyeT The retention time of the main peak on the 
chromatogram oftest solution should correspond 
to that on the chromatogram of ketorolac 
tromethamine standard solution (Assay section). 
I BpeMll y.11.ep)ln1BaH1rn OCH0BHoro m1Ka Ha 
xpoMaTOrpaMMe HCnbITyeMoro pacrnopa 
.11.omKHO CO0TBeTCTBOBaTb BpeMeHH 
y.11.ep)l(HBaHmI OCHOBHOro n111<a Ha 
xpoMaTOrpaMMe pacrnopa CTaH.11.apTHOro 
06pa3ua KeTOponaKa TpOMeTaMHHa (pa3.11.en 
«KonwteCTBeHHoe onpe.11.eneHHe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipnMe1-IaHUe: Tipo.11.yKT C0OTBeTCTByeT TPe6osaHHllM H,ll, 3aKJJIO'leHue: 0,ll,OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
Tio.11.roTOBJieHo: Shagun n posepeno: Vishal Tiposepetto (AOK): O.11.06peHo: O6ecneqem-1e 1<aqecrna/OrneTCTBettHoe 

Sharma 

~ 
Amit Kumar m1uo: 

jvr-11L /2/ ~--:_- i(Uv-Jl )~tc 

.-<::~11 
-, 

Date I Date/ 

I 
Date/ I Date/ J ) --t) :..,~· .lJJLL 

,lJ,arn: 20.03.2026 ,ll,arn: 20.03.2026 ,ll,arn: 20.03.2026 ,ll,arn: 

f . 

I 



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

CEPTH$IIKATAHAJIH3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJl:YKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, Jl:HCneprupyeMhie B UOJIOCTH pTa, 10 Mf' 
Market / PLrnoK : Russia / Poccm1 

Batch No/ : V2600518 
Batch Quantity I 36,00,000 tab/ 

CepuH .N'!! O6neM cepuu 36,00,000 rn6 
Analytical Report No / : 040003320537 

Date of Analysis / 
20.03.2026 

AnaJIHTH'lecKuii OT'leT .N'!! Jl:aTa anaJinJa 
Date of Manufacture / : 02/2026 

Date of Expiry / 
01/2028 

Jl:aTa DPOH3B0Jl:CTBa roil:eH Jl:O 
Mfg. License No./ 

MA number:/ 
IlpouJBOJl:CTBennaH : MNB/05/263 

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

JIUU,eH3HSI .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeJl:eH no H,n:: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HJ1CTPYKU.HH YTBep)KJJ.eua: 21.04.2025 

Pa2e 3 of 11 / CTp. 3 HJ 11 

Test/ IloKaJaTeJlb Results/ PeJyJlbT3Tbl Specification / HopMa 

Butylhydroxyanisole I 
EymuJ12uopoKcUaHU30J/ 

Complies I CooTBeTcrnyeT 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 

Remarks : The Product confirms to ND/ 
IlpttMe'laHue: IlpoayKT COOTBeTcTByeT Tpe6oBaHHHM H,[{ 

Prepared by / Checked by I Checked by (AQA) I 
IloaroTOBJieHo: Shagun IlpoaepeHo: Vishal IlposepeHo (AOK): 

7/,,/ IShacma("J/ 
Amit Kumar 

f\-A,-
Da·te / Date / Date I 
)laTa: 20.03 .2026 .[(a-ra: 20.03.2026 J].a-ra: 20.03.2026 

peaks on the chromatogram of 
butylhydroxyanisole standard solution 
("Butylhydroxyanisole content" section) . / 
BpeMeHa yaepi1ornaHHH nHKOB 2-
6YTHJirHapoKCHaHH30Jia H 3-
6YTHJirnapoKCHaHH30Jia Ha xpoMarnrpaMMe 
HCilhITyeMoro paCTBOpa aomKHhl 
COOTBeTCTBOBaTh BpeMettaM y.11,eplI<HBaHHH 
IlHKOB 2-6yTHJirttapOKCHaHH30Jia H 3-
6yrnnrnapoKCHaHH30Jia Ha xpoMarnrpaMMe 
pacTsopa cTaH.11,apTttoro 06pa3ua 
6yT11nrnnpoKcHaHH30Jia (pa3aeJI «Coaep)l(aHtte 
6yrnnrnnpoKcttamnona»). 

Conclusion : APPROVED I 
3aKJ1t0'1eH11e: 0.ll:OliPEHO 

Approved by: Quality Assurance/ Authorized person / 
O.no6petto: O6ecrreYeH»e Ka1Iecrna/OrneTCTBeHHoe 
JI Hl.lO : 

'-SlJl'-'I L /:::__L)v,1 tJ rz__ 
-~"'/ 

IIDate / 
,[J;arn: 

(}_ )--0 -~ -- ,-.J 6 )_ 6 
I 



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

CEPTM <I>IIKA T AHAJIM3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 

n, Ltd 

Ilpo.1w1n: KeTopon® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )J.HCneprupyeMble B noJI0CTH pTa, 10 Mr 
Market / PblHOK : Russia / Pocc1u1 
Batch No/ : V2600518 

Batch Quantity / 36,00,000 tab / 
CepuH N2 O6beM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003320537 

Date of Analysis/ 
20.03 .2026 

AnaJiuTuqecKun oTqeT .N'!! ,[(aTa ananu3a 
Date of Manufacture / : 02/2026 

Date of Expiry / 
01/2028 

,UaTa np0H3B0)),CTBa ro)J,eH )),0 
Mfg. License No. / MA number:/ 
IlpouJBO)J.CTBennaH : MNB/05/263 

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

JlHU.eH3HH .N'!! 

Analysis performed according ND:/ AnaJIHl npoee)J.en no H,[(: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version annroved: / llncTPYKU.IUI YTBep)K)J.ena: 21.04.2025 

Pa2e 4 of 11 / CTp. 4 HJ 11 
No 

Test/ IloicaJaTeJib Results/ Pe1yJibTaTbt Specification/ HopMa 
Jf!! 
3 Average weight/ CpeJJ.HSIH 69.3 mg I 69,3 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4 .0 %). 

Macca OT 67,2 Mr .uo 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 Ta6JJeTOK - He 6oJJee ± 10 %; 
0.llHOpO.llHOCTb MaCCbl 

2/20 m6neTOK - He 6onee ± 20 %. 

4 Disintegration time/ 
Pacna.naeMOCTb 

00 min 36 sec / 00 MMH 36 ceK Not more than 3 min. I He 6onee 3 MMH. 

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

Unit-2 / Ta6n-2 97 % 
(ketorolac tromethamine) in 15 min. / He MeHee 
75 % (Q) C1 sHnNO3•C4H11NO3 (KernponaKa 

Unit-3 / Ta6n-3 97 % TpoMemMMH) qepe3 15 MMH. 

Unit-4 / Ta6n-4 97% 

Unit-5 / Ta6n-5 99 % 

Unit-6 / Ta6JJ-6 96% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'-faHHe: Tipo.uyKT cooTBeTcTByeT Tpe6oaaum1M HA 3aicmo'-feHHe: 0,ll.OliPEHO 

Prepared by / Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
Tio.urornaneuo: Shagun Tipoaepeuo:Vishal Tipoaepeuo (AOK): O.n:o6peuo: O6ecne'leHMe Ka'lecTBa/OTBeTcTBeHttoe 

Sharma fl Amit Kumar m1 uo: . ~ lJ r-J I l_ t~ U 1"-"I 1~((_ 
~ 

~ - -
__ !_vv/ 

Date I Date I Date I 'Date I 
I' 

n1·-( o.-ic·:?t 
)],am: 20.03.2026 )],am: 20.03.2026 )];am: 20.03 .2026 

1/-- , J ':,. '"\ • ,._. ~) 

)];am: I 



•·· Dr.Reddy's ~;• 
ERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpony1n: KcTopoJJ® 3Kcnpccc (KCTOpoJJaK) Ta6J1eTKII, }lUCaepnmveMble B D0JI0CTU PTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No/ : V2600518 

Batch Quantity / 36,00,000 tab/ 
CepuH N!! O6beM cepuu 36,00,000 rn6 
Analytical Report No / 

: 040003320537 
Date of Analysis / 

20.03.2026 
AuaJIHTH'leCKHH 0T<IeT N!! ,l(aTa anaJiu3a 
Date of Manufacture / 

: 02/2026 
Date of Expiry / 

01/2028 
,l(aTa np0H3B0,l),CTBa roueu ,1),0 
Mfg. License No./ 

MA number:/ 
Ilpou3BO,lJ,CTBenuaH : MNB/05/263 

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

JIHQeH3UH N!! 
Analysis performed according ND:/ AuaJJu3 npoBeueu no H,l(: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKQHH YTBep,K,l),eua: 21.04.2025 

Page 5 of 11 / CTp. 5 U3 11 
No 

Test/ IloKaJaTeJJb Results/ PeJyJihTaTbl Specification / HopMa 
.N'!! 

6 Particle size distribution / Complies / CoorneTcrnyeT A uniform suspension passing through a 710 µm 
,LI:ucnepCHOCTb sieve is formed. I O6pa3yeTc.si onttopontta.si 

cycneH311.si, npoxon.sima.si CKB03h Cl1TO C 
pa3MepoM ornepcrntt 710 MKM. 

7 Impurities/ IlpuMecu 

I -hydroxy analog of Below LOD (LOD = 0.0010 %) not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / / H11)Ke rrpenena 06ttapy)Kett11.si 
l-rnnp0Kc11attanor (TIO= 0,0010 %) 
KCTOponaKa 

1-keto analog of ketorolac / 0.07% not more than 0.8 %; / He 6onee 0,8 %; 
1-KeTOattanor KeToponaKa 

unidentified impurity / 0.02 % not more than 0.5 %; / He 6onee 0,5 %; 
en11ttwma.si 
tte11nettrncp111mpoBaHttall 
np11MeCh 

total impurities / 0.1 % not more than 1.0 %. / He 6onee 1,0 %. 
cyMMa np11Mecefi 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TTpuMe1rnuue: Tipo.nyKT coorneTcrnyeT TPe6oaatt11.s1M HA 3aKJIIO'ICtme: 0)1:0liPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
110.nroToBJietto: Shagun 11poaepetto:Vishal ITpoeepeHo (AO!() : OA06petto: O6ecrrel.fett11e Ka'ieCTaa/OrneTcTBettuoe 

Shanna ~ Amit Kumar JIH ll._O : , [/,IN/(_ k- u' t---1 t-1 rz-~,,,-- f .-A-_ ,,, 
I --(__v 

Date/ Date/ Date / IDate / 1 ' '7 • I ,(,' 
,UaTa: 20.03.2026 ,[(aTa: 20.03.2026 ,[(ai-a: 20.03.2026 

..L j--t· _1,~J..J 1 
JJ:arn: 

I' 

I 



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

CEP H«l>IIKAT AHAJIIBA 

add 
IN A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpoJJ,yKT: KeTOf)OJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,r:i;ucneprupyeMble e UOJIOCTH ()Ta, 10 Mr 
Market / PLIHOK : Russia / Poccm1 

Batch No/ 
: V2600518 

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

: 040003320537 
Date of Analysis / 

20.03.2026 
AuaJmTnqecKnn oTqeT .M! .l(aTa auannJa 
Date of Manufacture / 

: 02/2026 
Date of Expiry / 

01 /2028 
,II:aTa Uf)OH3B0,UCTBa ro,r:i;eu ,U0 
Mfg. License No. / 

MA number:/ 
IIpouJeo,r:i;cTeennaH : MNB/05/263 

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

JIHQeHJHH .M! 
Analysis performed according ND:/ AnaJiu3 npoee_uen no H,n:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version annroved: / HncTDVKQHH VTBep,KJJ,ena: 21.04.2025 

Pa2e 6 of 11 / CTp. 6 u3 11 
No 

Test I IloKaJaTeJib Results/ Pe1yJibTaTbt Specification/ HopMa 
.N'!! 

8 Water content/ 2.1 % Not more than 7 .0 %. I 
CoAepmanue B0)].bI He 6onee 7 ,0 %. 

9 Residual solvents/ OcTaTO'IHble opranuqecKHe pacTBopuTeJIH 

Isopropyl alcohol / 7 µg/tab / Not more than 350 µg/tab. / 
vborrporratton 7 MKr B Ta6JleTKe He 6onee 350 MKr B rn6neTKe. 

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

1
npuMe<Ianue: ITpoAyKT cooTBeTcrnyeT Tpe6osaHHjiM HA 3aKJHO lfeHue: O,ll.OliPEHO 

Prepared by I Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TT0Ar0Tos11etto : Shagun npoaepetto: Vishal TTpoaepeHo (AOK): O1to6peH0: O6ecrre'lem1e Ka'lecrna/OrneTCTBeHttoe 

Shanna (J/ Amit Kumar m1uo: - -~\)i....l)l_ \< 0 v~1 n. re__ 

~ ~ --
__ __ /.y-1 

I 

Dale /. Date I Date/ IDate / d-, /---6 '_S ~ .(C) )_,(, 
D:aTa: 20.03 .2026 )];am : 20.03.2026 .[(aTa: 20.03.2026 ,n:arn: I 



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

CEPTM$IIKATAHAJill3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpot1,y1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ;::i:ucneprunveMbie B UOJIOCTH PTa, 10 Ml' 
Market / Phrnoi.: : Russia I Poccm1 

Batch No I : V2600518 
Batch Quantity/ 36,00,000 tab/ 

CepuH .M! O6'heM cepuu 36,00,000 rn6 
Analytical Report No I : 040003320537 

Date of Analysis / 
20.03 .2026 

AuaJIHTH'leci.:uii OT'leT .N'!! .l(aTa auaJiuJa 
Date of Manufacture / : 02/2026 

Date of Expiry / 
01/2028 

.l(aTa DPOH3BOACTBa rotJ,eH AO 
Mfg. License No./ 

MA number:/ 
IlpOH3BOACTBeHHaH : MNB/05/263 

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

JIH'-eH3HH .N'!! 
Analysis performed according ND:/ AuaJiu3 np0Bet1,eu no H.l(: JITI-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MucTpyKQHH YTBep~eua: 21.04.2025 

Page 7 of 11 / CTp. 7 03 11 
No 

Test / IloKaJaTem, Results/ PeJyJlbTaTbI Specification/ HopMa x~ 
10 Microbiological purity*/ MnKpo6noJ1oruqecKaS1 lfUCTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6ruee q11c110 He 6011ee 103 KOE/r; 
a3po6Hh!X MHKpo-
opraHl13MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count I o6ruee q11c110 He 6onee 102 KOE/r; 
tJ.pO)K)l(eBhIX 11 rrnecHeBhlX 
rp1160B 

Escherichia Coli NA shell be absent in 1 gram. / 
OTC)'TCTBHe B I r. 

11 Uniformity of dosage units / Acceptance value (AV) not more than 15.0 
Oauopot1.HOCTb 

3.3 
I1oKa3aTeJlh np11eMneMOCTl1 (AV) ,11,0Jl)l(eH 6h1Th 

)J,03Hp0B3HHblX eJJ,UHHU He 6011ee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
ITpnMelfauue: ITpo,11,yKT cooTBeTcTByeT -rpe6osattIDIM H,[( 3aKJ110lfeHue: O,l];OliPEHO 

Prepared by I Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
IToJ1.roTOBJ1eHo: Shagun Tlpoaepetto:Vishal Ti poaepetto (AOK): O.11.06petto: O6ecneqem,1e KaYecrna/OTBeTcrnettttoe 

~ Sh•nn• ;<J / Amit Kumar JlHU0: ,~ut~I L r-:::u ,__,, n 1 v~ __ <_vv) 
I 

Date I Date / - Date / 'Date I ·\ 1---t l -- i l~) J £~ 
,[(am: 20.03.2026 L{aTa: 20 .03.2026 )],aTa: 20.03.2026 er-- - "'~' .D:arn: I 



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

CEPTH<l>MKA T AHAJIH3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJlYKT! KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, .uucneprupyeMble s UOJIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No/ 

: V2600518 
Batch Quantity/ 36,00,000 tab I 

CepnH N!! O61>eM cepuu 36,00,000 Ta6 
Analytical Report No/ Date of Analysis / 
AnaJIHTH'leCKHH OT'leT N!! 

: 040003320537 
l{aTa auaJiuJa 

20.03 .2026 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
01/2028 

,UaTa nponJBO.UCTBa ro.uen JW 

Mfg. License No./ 

. 

MA number:/ 
IlponJBO.UCTBennaH : MNB/05/263 

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

JiuuenJHH N!! 
Analysis performed according ND:/ AnaJIH3 npose.uen no H,U: JIIl-N2(004669)-(Pr-RU)-190224 
PIL version approved: / llncTPYKUHH yTeep,KJI.ena: 21.04.2025 

Page 8 of 11 / CTp. 8 03 11 
No Test I Iloica1aTeJ1b Results I Pe1yJ1bTaTb1 Specification / HopMa 
.N'!! 

12 Assay / KoJ1uqecTeeuuoe 10.1 mg/ 10,1 Mr From 9.0mg to 11.0 mg of 
onpe.ueJ1euue (101.1 %) C1sH13NQ3•C4H11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr .uo 11,0 Mr 
C1sH13NO3•C4H11NO3 (KeTOpo11aKa 
TpoMeTaMHH) (OT 90,0 no 110,0 % OT 
3al!BJieHHOro KOJil{tleCTBa) B Ta6neTKe. 

13 Butylhydroxyanisole 0.0925 mg/tab/ Not less than 0.042 mg/tab. / 
content I Co.uep:1Kauue 0,0925 Mr B ra611eTKe He Mettee 0,042 Mr B rn6neTKe. 
6yTHJ1fH.UpOKCHaHH30Jla 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: ITpo,nyKT coornercrnyeT Tpe6oaaHHJIM H.D: 3aiemoqeuue: O,IJ:OliPEHO 

Prepared by I Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
no.nroTOBJieHO: Shagun ITponepeHo:Vi hal Tiposepetto (AOK): O.no6peuo: O6ecne'-leutte Ka'-!ecrna/OrnercrneHHoe 

~~ Sharma0 / 
Amit Kumar m1uo: ~ l) /-.JI (_ k__u vvi ,c, VL. 

~~- _ __(~v-j 

Date I Date / - Date/ IDate / ... 2. }---u ~- .zf)...,.(~ 
Aara: 20.03.2026 ,ll,ara: 20.03.2026 .lJ:arn: 20.03 .2026 .D:arn: I 



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

CEPTHcI>HKAT AHAJIH3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ill)O:ll'YKT: l{eTOPOJ1® 3Kcnpecc (tceTopoJiaK) Ta6JieTKH, :nucneprunveMhie B noJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 

Batch No/ 
: V2600518 

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

: 040003320537 
Date of Analysis / 

20.03.2026 
AuannTnqecKnn OT'leT .N'!! .L(aTa auaJiu3a 
Date of Manufacture / 

: 02/2026 
Date of Expiry / 

01/2028 
)];aTa npOU3B0:llCTBa ro:neu :no 
Mfg. License No. I 

MA number:/ 
1Ipou3eo:ncTBeuuaH : MNB/05/263 

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

JIUIJeH3UH .N'!! 

Analysis performed according ND:/ Auanu3 npoee:nen no H.L(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKIJHH yTsep,KJlena: 21.04.2025 

Page 9 of 11 / CTp. 9 H3 11 
No 

Test/ IIoKaJaTeJJb Results/ PeJyJJhTaTbl Specification / HopMa 
.N'!! 

14 Package description / 10 tablets m a blister of 10 tablets m a blister of (P Al AL/PE with 
OnHCaHHeynaKOBKH (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 6JJHCTepe HJ 
information leaflet in a carton (ITAi AJ1/IT3 C BnarorrornoTHTeJJeM/IT3BIT) 
pack. I ITo 10 Ta6JJeTOK B QJOJibrH II (IT3/AJI) Q)OJibrH. flo 1 HJIH 
6JJHCTepe H3 (ITAi AJ1/IT3 C 6JIHCTepa BMeCTe C JIHCTK0M-BKJia,UblllleM 
BnarorrornoTHTeneM/f13BIT) rra'IKY KaprnHHyIO. 
qionhrn II (IT3! AJI) qionhrn. flo 
2 6JJHCTepa BMeCTe c JIHCTK0M-
BKJia,ll.blWeM B rra'IKY 
KapTOHHy10. 

* 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. 
* IlpH BbmycKe JJeKapCTBeuuoro nperrapaTa KOHTpOJJb Ka'!eCTBa no IlOK333TeJJIO «MHKp06HOJJOfH'leCKaSI 
lfHCTOTa» npoBOtJ;HTCSI tJ;JJSI Ka'.lK,ll,OH 20-ofi cepHH, H.1111 ,UJJSI OtJ;HOH cepmt B roti:, B JaBHCHMOCTH OT Toro, lfTO 

H3CTYITHT paHbUJe. 

Remarks : The Product confirms to ND/ 

!
Conclusion : APPROVED / 

IIp11Melfau11e: ITpo.ll.yKT cooTBeTcrnyeT TPe60BaHID1M H,n: 3aK.lltolfemte: OJJ:OliPEHO 

Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
ITo.ll.rOTOBJJeHo: Shagun ITpoBepeHo:Vishal ITpoBepeHo (AOK): O)].o6peuo: O6ecrreqemrn Ka1IeCTBa/OrneTcTBeHHoe 

Sha0 /' 
Amit Kumar JIH UO: 

. { iJN/ l k:vM )0-j'? ~ f\.-A-- ..__ _ 

____ (' r/ 

Date / Date I Date I I Date/ .) )--t> 3 -,J. u l,£ 
Aarn: 20.03.2026 ,n:arn: 20.03.2026 ,n:arn: 20.03.2026 ,D:arn: 

2 
B 

I 



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

CEPTH <I> HKAT AHA.JIH3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;:i:y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKn, ;:i:ucneprunveMbie B nOJIOCTU pTa, 10 Mr 
Market / PblHOK : Russia / Pocc1rn 
Batch No/ : V2600518 

Batch Quantity / 36,00,000 tab/ 
CepnH .N'!! O6'beM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003320537 

Date of Analysis / 20.03.2026 
AuannTn'lecKnn OT'leT .N'!! )laTa auannla 
Date of Manufacture / : 02/2026 Date of Expiry / 01/2028 
,I(aTa DPOU3B0Jl:CTBa ro;:i:eu Jl:O 
Mfg. License No. / 

MA number:/ 
flpOU3BOJ1:CTBeHHaH : MNB/05/263 

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

JIUUeH3UH .N'!! 
Analysis performed according ND:/ Auanu3 npoBe;:i:eu no H,I(: JIIl-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPVKUHH yrnep,KJ:1:eua: 21.04.2025 

Page 10 of 11 / CTp, 10 HJ 11 
API name/ HanMeuoBauue A<l>C: Ketorolac tromethamine / KeTopoJ1aKa TpoMeTaMHH 
INN /MHH: Ketorolac / KernpoJ1aK 
API manufacturer batch number / ABSH003095, ABSH002976, ABSH002977 
HoMep cepuu npoHJBOJl:HTeJIH A<I>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTauuuu npou3Bo;:i:uTeJIH FESA00497, FESA00498, FESA00499 
r JI<I>: 

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
IlpouJBOJl:HTeJib A<I>C, cTpaua: ,l.(-p Pe,l.l)l,H1C Jia6opaTOpHC JlT.[{., 11H.[{H51 
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 I MNB/05/263) I 
HanMeHOBauue, a;:i:pec, JIHUeH3HH Jl:JIH ,l.(-p Pe.[{;:i:H'c Jia6opaTOpHC JlT,[J,., 11H,[J,H51, TipOH3B0,[J,CTBeHHOe 
IlponJBOJl:CTBenuaH nJIOI.Ua;:i:Ka / IlJioI.Ua;:i:Ka noApa3,[J,eJleHHe-6, BHJ1J1. KxoJlb, Hanarapx PoyA, EaMH, ,l.(11cTpHKT 
KOHTPOJIH Ka'leCTBa / IlJ101.Ua;:i:1rn BbmycKa CoJlaH, x.n., 173205, l1H,UH51 (J1HIJ,eH3H51 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 Authmization 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». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpnMelfaH11e: Tipo.uyKT C00TBeTCTByeT Tpe6osaHID!M H.D, 3aKJ110lfeH11e: O.[I.OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TionroToBnetto: Shagun np0sepe1-10:Vishal TTpoaepeHo (AOK): Ono6petto: O6ecnelfem1e KalfeCTBalOTBeTCTBeHHoe 

Shanna a Amit Kumar fll11(0: 
<I l) ;-.-.J / l_ ,!(_ U \rv'jf) L _ 

~ /\,-/ .,- cvJJ 
e - ' 

Date I Date I Date/ 'Date/ ., 1-·o? - ~u·· ·1 /; 

I ,l];arn: 20.03.2026 ,l];arn: 20.03.2026 ,Ua111: 20.03.2026 
"'/... _... /- -, 

)];am: 



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

CEPTH~llKATAHAJilI3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 

on "S ltd. 

IlpOAYin: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCDeprnpyeMhie B DOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 

Batch No/ 
: V2600518 

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

: 040003320537 
Date of Analysis / 

20.03 .2026 
AuaJiuTu11ecKuu OT'leT N!! ,LI:aTa auaJiu3a 
Date of Manufacture / 

: 02/2026 
Date of Expiry / 

01/2028 
,LI:aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
Ilpott3BOACTBenuas : MNB/05/263 

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

Jiuuen3HH N!! 
Analysis performed according ND:/ AnaJIH3 npoBeAen no H,[I;: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTpyKUHH YTBep,imeua: 21.04.2025 

Page 11 of 11 / CTp. 11 H3 11 
3aKJIIO'leHHe O COOTBeTCTBHH: «HacTOSIIIJJ1M SI IIO.UTBep)K,UaIO, qTo rrpHBe,n:eHHaSI BhIIIJe HH<pOpMaI.J;HSI »BJT51eTCSI 

.UOCTOBepHOH H TOqHOM.. 3m cep1rn rrpo,n:yKI.J;HH rrpOH3Be,n:eHa (BKJIIOqa51 yrraKOBKY (MapKHpOBKy) H KOHTpOJih 

KaqecTBa) Ha BhIIlleyKa3aHHOH rrpoH3BO.UCTBeHHOH rrnorua,n:Ke (rrrrmna,n:Kax) B IlOJIHOM COOTBeTCTBHH C 

Tpe6oBaHHSIMH IIpaBHJI Ha,n:Jie)KarueM. rrpOH3BO.UCTBeHHOM. rrpaKTHKH EBpa3HM.CKOro 3KOHOMHqecKoro COI03a H 

Tpe6oBaHH»MH KOHTpOrr» KaqecTBa rreKapCTBeHHhIX cpe.UCTB, a TaK)Ke B COOTBeTCTBHH co crreu;H<pHKau;IrnMH, 

co,n:ep)Kall.lJIMHCSI B perHCTpau;HOHHOM .UOChe CTpaHhI-HMIIOpTepa. 3arrHCH no npOH3BO.UCTBY, yrraKOBKe H amUIH3Y 

rrposepeHhI, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHHSIM ITpaBHJI Ha,n:Jie)KarueM. rrpOH3BO.UCTBeHHOM. rrpaKTHKH 

EBpa3HHCKOro 3KOHOMHqecKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'laHne: TTpo.n,yKT coorneTcrnyeT TPe6oaaHIDIM HA laKmo'leHue: 0)1,0EPEHO 

Prepared by I Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
n o.nroToeneHo: Shagun □poeepeHo:Visha l npoeepetto (AOK): O.no6peHo: O6ecnelfeHJ-1e Ka4ecrna/OrneTcTBeHHoe 

Shanna(-; Amit Kumar m1uo: 
,~Uf-lll. r.. u v-'1 r:i rt __ 

q/ /\~ ____ _c_,~ 

Date / Date / Date I IDate / J- \ --a ~--~-lU2 f.:) I )J.ara: 20.03 .2026 )J.aTa: 20.03.2026 ,[(am: 20.03 .2026 JJ.arn: 




