
s, n .G r o t z }  cry 

Ur Reddy's Laboratories Ltd 

Forulat ion  Un i t  5  

CERTIFICATE OF ANALYSIS 
CEPTHMKAT AHA.JIH3A 

9s 
Dr.Reddy's W;° 

� 
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•'  

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpo(yr: Ker0po. cnpecc (eTopona) Ta6neTKH, ceprHpyeMte B no0cTH pTa, 10 Mr 

Market / PIHOK :Russia / Pocc 
Batch No / 

: V2501308 
Batch Quantity/ 3600000 tab / 

CepH No 06.eM CepmH 3600000 a6 
Analytical Report No/ 

:  040002991115 
Date of Analysis / 09.07.2025 

AHan1THHecKH oTHeT N Iara ama1r3a 

Date of Manufacture/ 
: 06/2025 

Date of Expiry / 
05/2027 

Jara np03BO2ICTBa Foe /10 

Mfg. License No. I 
MA number:/ JIII-N(004669)-(PT­ 

IIpoH3BoIcTeaM : MNB/05/263 
HoMep PY RU) 

JHIIeH3H .No 

Analysis performed according ND: / Aant3 npoeaeu no HJI: II1-N2(004669)-(PF-RU)-190224 

1 9 1 f9 / C  P  age 0 Tp. 1H3 

No 
Test / IIoKa3aTen Results / Pe3y16TaTI Specification / Hop»a 

.N'!! 

1 Description / Oncawe Light yellow round flat beveled Light yellow round flat beveled tablets 
tablets with "I" debossed on one with "]" debossed on one side. / Kpyrnte 
side. / KpyTJIe ILIOCKHe IIJIOCKHe Ta6IeTKM C paco, CB€TIO­ 
Ta6eTK c dacK0, CBeTIO­ KeITOTO LIBeTa Cc rpaBMpoBKO «l» Ha 
KenTOrO uIBeTa C IpaBHDOBKOf O[HO CTOpOHe. 
«l» Ha opIHo CTOpOHe. 

2 Identification / MAeTMbKauMs 

Ketorolac / Kemoponax Complies / CooTBeTCTByeT UV spectra of the test solution and 

ketorolac tromethamine standard solution 
should have peaks at the same wavelength 
(± 2nm). / Vp-cneKTp nIOrIOLLI&HHH 
MCIT6ITyeMOTO pacTBopa H pacTBopa 

. CTaHIIapTHOTO 06pa3ua KeTOpon1aKa 
TpOMeTaMHHa II0.JIKH6I HMeTE 
MaKCHMyMI IIpH O[HO M TO Ke IIMHe 
BOJIH6I (± 2 HM). 

. 

Remarks: The Product conforms to ND/ Conclusion: APPROVED I 
IlpHMeaHe: IJpoyKT cooTBeTCTByeT Tpe60BaHMM HII 3ax.mnoeHe: OIOPEHO 
Prepared by/ Checked by/ Approved by: Manager/Executive / 
IloroToIeIO: Ramakant IlpoBepeHo: Pardeep Kumar Op06peo: MeHepxep / PyKOBopMTeIL 

%! f 
Amit Kumar t 

!'----··· 
. 

Reprint Date I \ Reprint Date I Reprint Date I d 

Jlara: 09.07.2025 Jlara: 09.07.2025 [Iara: 09.07.2025 

fie@i:tere Giiic: S-2-5337, Rod No. 2, Banra Hils, Hyderabad - 50U0A, Telangana, Ir.di 

Tel: +31 40 4900 2900, Fax: +91 40 £00 2999, Emai l :  mail@drreddvs.com 

CIM:  L85195AP1984PLC004507 

www.drreddys.com 
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CERTIFICATE OF ANALYSIS 

CEPTHHKAT AHA.JI3A 
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Dr.Reddy's ;° 

.. - · - --  

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets IO mg 
IIpo1yr: Ker0po1" enpecc (Keroponax) Ta6eTKM, uIceprpyeMIe B no0cTI pTa, 10 Mr 

Market / PIHOK : Russia / Poccn 
Batch No/ 

:  V2501308 
Batch Quantity/ 3600000 tab I 

Cepin N? O6eM cep 3600000 Ta6 

Analytical Report No/  
:  040002991115 

Date of Analysis / 
09.07.2025 

AHa1HTHecKHi oTMeT Nb Iara aa3a 
Date of Manufacture / 

: 06/2025 
Date of Expiry / 

05/2027 
Jara npoH3BODI€TBa Io/1e+ 210 

Mfg. License No. I 
MA number:/ JII1-N(004669)-(Pr­ 

II poH3BO[ICTBeIIHa . MNB/05/263 
HoMep PY RU) 

JIHI(eH3H Ng 

Analysis performed according ND: / Aa1I3 npOBeeH no HI: JIII-N(004669)-(PI-RU)-190224 

2 9 2 £ 9 / C  P  age 0 Tp. H3 
No 

Test / Toa3aTen» Results / Pe3y.TaTI Specification / HopMa 
Nh 

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). / BpeM yIepKHBaHH 
OCHOBHOTO IKa Ha xpoMaTorpaMMe 
MCI6IT yeMOTO pacTopa IIOJTKHO 
COOTBeTCTBOBaTL BDeMeHH YII€DKHBaHH 
OCHOBHOTO IIHKa Ha xpoMaTorpaMMe 
pacrBopa CTaHAIapTHOrO o6pa31a 
KeTOponaKa TpoMeTaMHHa (pa3pen 
«Kon»ecTBeHHOe OnpeIeIeHMe»). 

Remarks: The Product conforms to ND/ Conclusion: APPROVED/ 
TIpMeae: IIpoIyKT COOTBeTCTByeT TpDe60BaHMAM HJI 3ax.mnoeHe: OIIOBPEHO 
Prepared by I Checked by/ Approved by: Manager/Executive/ 
IlozroToBIeHo: Ramakant IlpoBepeo: Pardeep Kumar Opo6peo: Mee[pep / PyKOBOJIHTeII 

3.­ c·,.J�- Amit Kumar & 

­ 
_,..-· 

Reprint Date / ' Reprint Date / Reprint Date / I 

Jlara: 09.07.2025 Ilara: 09.07.2025 Ilara: 09.07.2025 

Fems:er& Dfic=:S-2-537 Road Ru. 3, Sanjar Hills, Hyderabad - 500034, Telarana, Inelia 
° , , , g 1  o490o 2900, tac +91 0.900 2999, £mail: mai@rrev-.cam 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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CERTIFICATE OF ANALYSIS 

CEPTMMKAT AHA.JIM3A 

9: 
Dr.Reddy's ;° 

4 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
TIponyKT: Keropo cnpecc (eTop0ax) Ta6neT, eneprpyeMe B no.OcTH pTa. 10 Mr 
Market / PLIHOK : Russia / Pocc 
Batch No/ 

:  V2501308 
Batch Quantity / 3600000 tab/ 

CepHn Ni O6eM Cep 
. 

3600000 Ta6 

Analytical Report No/ 
:  0 4 0 0 0 2 9 9 1 1 1 5  

Date of Analysis / 
; 09.07.2025 

AHan1MTHecKii oTer .No Jara aan3a 
Date of Manufacture / 

: 06/2025 
Date of Expiry / 

05/2027 
JaTa IpOH3BO1CTBa ToIe I10 
Mfg. License No. / 

MA number: / JIII-Ni(004669)-(PI­ 
IIpoH3BOJICTBeHHaH · MNB/05/263 

HoMep PY RU) 
JueH3HI .No 
Analysis performed according ND: / AHaw3 npoBee no HI: JII-Ne(004669)-(PF-RU)-190224 

No 

No 
Test / IIoa3aTen Results / Pe3yn6TraTI 

Page3 of9/Crp .  3  a  9 

Specification / HopMa 

Butylhydroxyanisole / 
Dymuneuopocuauu3au 

Complies / CoorBeTCTByeT The retention times of 2­ 
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 
yIIpKMBaHHH IHKOB 
2-6yTUITHIIpOKCHaHH3on1a H 
3-6yTUITHJIDpOKCHaHH3on1a Ha 
XpOMaTOrpaMMe HCIITyeMOTO pacTBopa 
IOJDKHI COOTBeTCTBOBaT Bp€MeHaM 
yJICpKHBaHH IIHKOB 
2-6yTITIIpoKcMaHM3on1a H 
3-6yrurMDpOKcHaHH3ona Ha 
XpOMaTOIpaMMe DaCTBOp CTaHIIapTHOTO 
06pa3La 6yTHITHIIpOKCHaHH3O1a (pa371en1 
«CO[epKaHHe 
6yTMJTHIIpOKCHaHH301a»). 

t 

Remarks: The Product conforms to ND/ Conclusion: APPROVED I 
IIpMeae: IIpoyKT COOTBeTCTByeT TpeOBaHHAM HII 3ax.moeHHe: OJIOBPEHO 
Prepared by / Checked by/ Approved by: Manager/Executive/ 
IHorOTOBIeHO; Ramakant IIpoBepeo: Pardeep Kumar Op06peHo: Mee[pep / PyKOBOJIMTOJI 

8ag <4 
Amit Kumar ,\ 

:\ ,... . 

J ----·· 

Reprint Date / Reprint Date I Reprint Date / 
[Jara: 09.07.2025 JIaTa: 09.07.2025 Jlara: 09.07.2025 

e@stereo Ofiicz: 3-2-327, Pad Nc. 2, 6 a n w  Ails, Hyderabad - 50U04, Telargan India 
Tel: +91  40 4300 2900, Fa: +91 70 43092959, Email: mail@rreddy:.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



9­ 
Dr.Reddy's W;° 

CERTIFICATE OF ANALYSIS 
CEPTIMKAT AHA.JIW3A 

rW.I ·Ut C J  

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Iporyr: Keropoa1" 3enpecc (weTopoa) ra6a1er, rcneprpyeMste B noocTM pTa, 10 Mr 
Market / PHOK : Russia / Poccw 
Batch No/  

:  V2501308 
Batch Quantity / 3600000 tab/ 

Cep1 No O6eM cepn 3600000 Ta6 
Analytical Report No I 

: 040002991115 
Date of Analysis / 09.07.2025 

AaITHecKi oTeT No Jlara aa./13a 
Date of Manufacture / 

: 06/2025 
Date of Expiry/ 05/2027 

LIaTa 11DOH3BOIICTBa Tope /1o 
Mfg. License No. / 

MA number:/ JIII-N2(004669)-(PI­ 
IIpoH3BOICTBeHHa : MNB/05/263 

HoMep PY RU) 
JHIIeH3HI Nh 

Analysis performed according ND: / AHaaw3 npoBepen no HJI: JIII-N(004669)-(PF-RU)-190224 

- -- 

Page 4 of9/Crp. 4 13 9 

No 
Test / IIoKaaTen Results / Pe3y.nTaTLt Specification / HopMa 

No 

3 Average weight / Cpen 69.1 mg /69 . 1  Mr 67.2 mg to 72.8 mg (70.0 mg ± 4 . 0 % ) . /  
MaCCa 

Complies / CoOTBeTCTByeT 
OT 67,2 Mr A0 72,8 Mr (70,0 Mr ± 4,0 %). 

Uniformity of weight/ 18/20 tablets - not more than ± 1 0 % ;  
OJHOpOIHOCT MacC6I 2/20 tablets - not more than ± 20 % . /  

18/20 Ta6n1e10K - He 6onee ± J O % ;  
2/20 Ta6eTOK - He 6one¢ ± 20 %. 

4 Disintegration time/ 00 min 15 sec / 00 MM 15 ceK Not more than 3 min. / He 60nee 3 MHH. 

PacnapaeMOCT 

5 Dissolution / PacrBopeute Unit-1/Ta6n-1 9 9 %  Not less than 75 % (Q) of 

Unit-2/ Ta61-2 9 9 %  
CsHNO+·CHINO5 (ketorolac 
tromethamine) in 15 min. / He MeHee 

Unit-3 I Ta6n-3 9 6 %  7 5 %  (Q) CsHNO,·CH,NO, 

Unit 4 /  TGr 4 97 0¢ 
(KeTOponaKa TpOMeTaMHt) epe3 15 MHH. 

+ L  

Unit-5/ Ta6-5 9 5 %  

Unit-6/ Ta6n1-6 9 5 %  

Remarks: The Product conforms to ND/ Conclusion: APPROVED / 
IlpMeae: IIpoIyKT COOTBeTCTByeT Tpe60BaHMM HII 3ax.mnoeHHe: OIIOEPEHO 
Prepared by / Checked by/ Approved by: Manager/Executive / 
IlororoBeHO: Ramakant IIpoBepeno: Pardeep Kumar Op06peHo: Mee[pKep / PyKOBOIIHTeI 

{ke! P Art Kumar ' 
�-.-· 

f\_ �· -· 
i ­ i 

Reprint Date/ Reprint Date / Reprint Date / 
r 

Iara: 09.07.2025 I1aTa: 09.07.2025 Jlara: 09.07.2025 

e@it.red Office: S-2-327, ad iNc. 3, Gnjar Hills, Hyderabad - 500034, Telangana, Ind ia 
Tel: +91 404900 2900, Fa; +91 40 900 2999, Email :  mail?drreddy:.com 

CIN: L85195AP1984PLC004507 

www.drreddys.com 
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CERTIFICATE OF ANALYSIS 

CEPTHOHKAT AHA.JIM3A 

e9s 
Dr.Reddy's KW;° 

+ 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIponyKT: Ker0po" enpecc (eTOpona) Ta6.nerKH, cneprpyeMre B no0CTI pTa, 10 Mr 

Market/ PIHOK : Russia / Pocc 
Batch No/ 

:  V2501308 
Batch Quantity/ 3600000 tab / 

Cepin N O6eM cepm 3600000 Ta6 

Analytical Report No / 
• 040002991115 

Date of Analysis / 09.07.2025 
AHa.IHTHeeKM oTeT N JIaTa aHan13a 
Date of Manufacture/ : 06/2025 Date of Expiry/ 05/2027 
J[aTa 11pOH3BoICTBa Tope /10 

Mfg. License No./  
MA number:/ JIII-N2(004669)-(PI­ 

IIpOH3BO[CTBeHHaH : MNB/05/263 
HoMep PY RU) 

JHUeH3H .Ng 

Analysis performed according ND: / Aan nponeen no HJI: JIII-N2(004669)-(PT-RU)-190224 

5 9 5 f 9 /  C  P  age 0 Tp. w3 

- 
No 

Test / IIoKa3aTe16 Results / Pe3y5TaTLL Specification / HopMa 
N% 

6 Particle size distribution/ Complies / CooreTcTByeT A uniform suspension passing through a 
JJucnepcoCT 710  m sieve is formed. / O6pa3yeTcn 

Hp/ H I'yWI~H'3MM, Ip(0/1I I I #H  

CKB03 CHT0 C pa3MepOM oTBepcTH 
710  MKM. 

7 Impurities / IIpMec 

1-hydroxy analog of not more than 0.5 %; / e 6onee 0,5 %; 
ketorolac: / 

0.0042 % 
I-TMpoKcMaHanor 
KeTOp01aKa 

1-keto analog of ketorolac I 0.05% not more than 0.8 %; / He 6onee 0,8 %; 

I-KeroaHanor KeTOpoaKa 

unidentified impurity/ 0.02% not more than 0.5 %; / He 6onee 0,5 %; 
€HHWHHa 

HeICHTHbHUpOBaHHa 
IIpHMC 

total impurities / 0 . 1% not more than 1.0 %. / He 6o1ee 1,0 %. 
cyMMa IpHMecef 

8 Water content/ 2. 3 %  Not more than 7.0 %. / 

CO[IepaHe Bo6t He 60nee 7,0 %. 

Remarks: The Product conforms to ND/ Conclusion: APPROVED / 
IIpMMeave: IIpoIyKT C00TBCTCTByeT Tpe60BaHAM HI 3axmoeHe: OIIOBPEHO 
Prepared by / Checked by/ Approved by: Manager/Executive/ 
IloIroToBeHo: Ramakant IIpoBepeo: Pardeep Kumar Op06peo: Mee[pep / PyKOBOIITeI 

• 
Amit Kumar A 

<l 
,\:-_ 

- 
Reprint Date I Reprint Date / Reprint Date / 
Iara: 09.07.2025 [Iara: 09.07.2025 Iara: 09.07.2025 

Gegitre iiic: S-2-37, Fa Ne. 2, D a n t  Hills, Hyderabad - 50004, Ttangana,  Inda 

Tel: 1 9 1  40 4900 2900, F:z: ·91  40 390 2999, Email: mail@drieddvs.com 
CIN: L85195AP1984PL0004507 

www.drreddys.com 



Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpoyr: KeT0po." cnpecc (eTopo.a) Ta6a1erK, McnepFHpYeMie B no.ocTI pTa, 10 Mr 

Market / PIIOK : Russia / PoccH 
Batch No / 

. V2501308 
Batch Quantity/ 3600000 tab / 

Cepns .Nh O6eM CepH 3600000 Ta6 
Analytical Report No I 

: 040002991115 
Date of Analysis / 09.07.2025 

AHanrwecKHi oTer fo [Iara ama.13a 
Date of Manufacture/ 

: 06/2025 
Date of Expiry / 05/2027 

JIaTa npOH3BO[ICTBa Foe /10 

Mfg. License No./ 
MA number:/ JII1-N2(004669)-(PI­ 

II po3BO1ICTBea : MNB/05/263 
Howep PY RU) 

JHUIeH3HI .N 
Analysis performed according ND: / Amar3 npoenren no HII: JIII-N(004669)-(PF-RU)-190224 

@­ 
Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 

CEPTHIKAT AHA.JIM3A 

D r .  Reddy's Laboratories t t d .  

Fcrmnulatior: Unit-S 

{t. Kh o i , : r f n c , : a r c ,  

D t t .  5 0 : 0 ,  H. r ~ , i s  

Page 6 o f 9 /  Crp. 6 w 9 
- - 

No 
Test / IIoca3aTen6 Results / PeyJITaTL Specification / HopMa 

Ni 

9 Residual solvents / OcraToHte OpraHHecKHe paCTBOpHTeJIM 

Isopropyl alcohol/ 1 6  g/tab Nat more than 350 g/tah. / 
3OnpOIaHo.n lb MKr Tab1eTKe He botee 5b0 MKT B Tab1eTKe. 

10 Microbiological purity/ Mu&po6oorecKa cTora 

Total Aerobic Microbial NA not more than 10 CFU/g;/ 
Count / 06Lee co He 6oee 10' KOE/r; 
apO6HIX MHKpO­ 
OpraHH3MOB 

Total Combined Yeast and NA not more than 10? CFU/g;/ 
mold count / o6Iee Mcno e 60nee 10 KOE/r; 
IIpOKKeBIX M ILICCHeBIX 
1pH6OB 

Escherichia Coli NA shell be absent in 1 gram. / 
oTcyTCTBHe B I • 

11 Uniformity of dosage units / 8.8 Acceptance value (AV) not more than 
OHOpOIIOCT 15 .0  TIoKa3aTen IpIIeMIIeMOCTH (47) 

[IO3MpOBaHHIX eJUHHHLI IOJDKeH 6IT He 6oee 15,0. 

.  

Remarks: The Product conforms to ND/ Conclusion: APPROVED I 
IIpMeaHe: IIpoIyKT C00TBeTCTByeT Tpe60BaHMM HII 3ax1oeHHe: OIIOBPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / 
TToAroroBeHo: Ramnakant IpoBepeo: Pardeep Kumar Op06peHo: Mee[Kep / PyKOBOIIHTeJT 

T Amit Kumar t 

­ 
.' 

" ­  
e  

Reprint Date I Reprint Date I Reprint Date / 
Ilarra: 09.07.2025 Jlara: 09.07.2025 Jlara: 09.07.2025 

aired Ofiice: S-2-23, Pond No. 3, Banjar Hills, Hyderabad - 5004,  Tlangans, India 
1el: +31 404900 2900, Fa: + 9 1  40 4200 2999, Email: mail@drreddy:.con 

CIN: L85195AP1984PLC004507 

www.drreddys.com 



CERTIFICATE OF ANALYSIS 
CEPTHMKAT AHA.JIM3A 

• 
Dr.Reddy's KW;° 

a. e s . C o  

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpoyKr: Ker0po.a enpecc (Ker0po.n1ax) Ta6eTKM, pcneprpyeMie B no.OCTI pTa, 10 Mr 

- Market / PLHoK : Russia / Pocc 
Batch No/  

- 3600000 tab/ 
: V2501308 Batch Quantity/ 

Cepn No O6eM CepMH 3600000 1Ta6 
Analytical Report No I : 040002991115 Date of Analysis / 

. 09.07.2025 
AHa.IHTH ecKHii oTeT .N Iara aHar3a 
Date of Manufacture / : 06/2025 Date of Expiry / 05/2027 
JIaTa npoH3BOJICTBa Tone /o 
Mfg. License No./ 

MA number:/ JI1II-N(004669)-(PT­ 
II poH3BOICTBeHHaH : MNB/05/263 

HoMep Py RU) 
JHUIeH3HI N? 

Analysis performed according ND: / Aam3 npoBepen no HI: JIII-N(004669)-(PF-RU)-190224 

Results / Pe3ynTaTI Test / loxa3are.nt 
No 
](2 

Page 7 of9/Crp. 7 9 

­ Specification / HopMa 

12 Assay / Konwecrsenoe 
onpepeneHne 

9 . 8mg/9 . 8  Mr 
(98.1 %) 

From 9.0 mg to 11.0 mg of 
CsHNO·CH;NO, (ketorolac 
tromethamine) (io 90.0 tu 1 1 0 . 0 %  0f 

the label claim) per tablet. / OT 9,0 Mr 10 
1 1 , 0  Mr CsH,NO»·CH+NO5 
(KeTOpOn1aKa TpOMeTaMHH) (0T 90,0 20 
110,0 % 0T 3aBI€HHOTO KOJIHMCCTBa) B 
Ta6neTKe. 

13 Butylhydroxyanisole 
content' / Conepawe 
6yTHJITHAIDOKCHaH3O.Ia 

0.0923 mg/tab/ 
0.0923 Mr B Ta6eTKe 

Not less than 0.042 mg/tab. / 
He MeHee 0,042 Mr B Ta6IeTKe. 

14 Package description / 
OIHCaHHe yIIaKOBKM 

10 tablets in a blister of 
(PA/AL/PE with 

desiccant/HDPE) foil II (PE/AL) 
foil. 2 blisters with patient 
infonnation leaflet in a carton 
pack. / IIo 10 Ta61eTOK B 
6crepe 3 (TIA/AJ/IT c 
BJ1aTOnIOTIOTHTeIeM/IIDBIT) 
don»r // (IO/AJI) bomr. Ilo 
2 6McTepa BM&CTe C JJMCTKOM­ 

l 0 tablets in a blister of (PA/ALIPE with 
desiccant/HDPE) foil// (PE/AL) foil. 1 or 
2 blisters with patient infonnation leaflet 
in a carton pack. / Ilo 10 Ta6neTOK 8 
6ncTepe H3 (TIA/AI/IT9 c 
BJIaTOn1OTIOTHTeIeM/II'BIT) borM // 
(II/AJI) dorM. IIo 1 2 61McTepa 
BMeCTe C JJHCTKOM-BKIJI!III€M B IIaKy 

KapTOHHyO. 

BKTaJIBILIeM 
KapTOHHYO. 

B IIaHKy 

Remarks: The Product conforms to ND/ Conclusion: APPROVED I 
TIpMeaHe: IIpOIyKT COOTBeTCTByeT TpeOBaHHAM HJ[ 3auoeMe: OJIOBPEHO 
Prepared by / Checked by/ Approved by: Manager/Executive / 
IIoArOTOBIeH0: Ramakant IpoBepeo: Pardeep Kumar Opo6peo: Mee[pep / PyKoo2Ten1 

at < l Amit Kumar A - _  
-  

Reprint Date / Reprint Date / Reprint Date I ' 
Ilara: 09.07.2025 [Iara: 09.07.2025 Jlara: 09.07.2025 

egistere Oliicz: 8-2-337, fazdNc 2, Bnjat, Hil ls, Hyderabad - 50G04, Telarga, Audia 
Tel: +91 40 4900 2900, Fz. 3+91 40 4900 2959, Email: mail@rreddy:.com 

CIN: L851954P1984PLC004507 

www.drreddys.com 



9­ 
Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 

CEPTIHKAT AHA.JI3A 

Dr. eddy's Laboratories Ltd 

F o u l a t i o n  'nit-€ 
Vi Khol, {aiagarh oa, Bali, 

Ditt Soto, H., + 7  20, AHDi 

g . r r e a t  com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpoyKT: Keropo 3cnpece (KeTOpOIa) Ta61eTKH, HcneprHpyeMIe B noocTH pTa, 10 Mr 
Market / P o x  :  Russia / Pocc 
Batch No / 

: V2501308 
Batch Quantity/ 3600000 tab / 

Ceps N2 O6eM CepH 3600000 Ta6 
Analytical Report No/ 

:  0 4 0 0 0 2 9 9 1 1 1 5  
Date of Analysis / 

09.07.2025 
AHa.HTH YecKHii oTeT No Jara aHa13a 
Date of Manufacture / 

: 06/2025 
Date of Expiry / 

05/2027 
JIaTa npoH3BO[ICTBa Toe 210 

Mfg. License No. / 
MA number:/ JIII-Ni(004669)-(PT­ 

IIpOH3BO[ICTBeHHa : MNB/05/263 
JIHUeH3HI .Ng 

HoMep PY RU) 

Analysis performed according ND: / Aa1H3 npoBeeH no HJI: JIII-N2(004669)-(PF-RU)-190224 

Page 8 of9/Crp. 8 3 9 
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. 
IIpH BIIyCKe IeKapCTBeHHorO npenIapaTa KOHTpOJI KaecTBa no noKa3aTe10 «Mpo6Moor »eCKaH 
HCTOTa» IIpOBOIIHTCH JIIRH KaKpIOii 20-0i C e p ,  HM AI OIHOif CepHH B TOI, B 32BHCMMOCTH OT TOTO, HTO 
HaCTyIIHT paHLue. 

API name / HaMeHoBawe AC: Ketorolac tromethamine / KeToponaKa TpOMeTaMHH 
INN / MHH: Ketorolac / KeTopon1ax 
API manufacturer batch number/ 

ABSH00l 1 0 8 ,  ABSH001207 
HoMep cep npo3Bowren ADC; 
FP Manufacturer API Batch number / 
HoMep cepu cy6craux npo3Borre.I FESA00215, FESA00168 
TJI: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
IIpow3Boren, ADC, crpaa: JI-p Pep1'c la6opaTopHc JITI., HHps 

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 
l e o a e ,  a[pet, JIHLIH3MM [AJIM JI-p I'eI'c Jlab0paTOpMc JlT., MHIM, LlpOM3BOICTBeHHOC 
II po3BocrBeuna noaJIKa / ILnou1a/a Iopa3e1eHHe-6, BU1. KxoJ, Hanarapx PoyI, Ba, JICTpHKT 
KOHTDOJIH KaHeCTBa / ILJOIIa[Ka BIIIyCKa ConaH, X.II., 173205, HHJIM (Hue3 HoMep MNB/05/263) 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of 

Remarks: The Product conforms to ND/ Conclusion: APPROVED / 
lpHMeaHe: IIpOyKT CO0TBeTCTByT TpefOBaHHAM HJI 3anoenMe: OIIOEPEHO 

Prepared by / Checked by/  Approved by: Manager/Executive / 
IloIrOTOBI~HO: Ramakant IlpoBepeno: Pardeep Kumar OIo6peo: Mee[pep / PyoBop1Ten16 

L! != 
Amit Kumar /\ - _  

J  

Reprint Date I ' Reprint Date / Reprint Date/ 
Jlara: 09.07.2025 Iara: 09.07.2025 Ilara: 09.07.2025 

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: L85105AP1984PLC004507 
www.drreddys.com 
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Dr.Reddy's Y;° 

CERTIFICATE OF ANALYSIS 
CEPTMHKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd 

Formulation :  Unit-6 

Vil! Kho!,  Malagarl Road, Baddi, 
Dist. Solar, .P, 173 205, IND» 

Tel : + 9 1  9$166 55001.02 

www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Iporyr: eTopon xenpece (eroponax) ra6.er, McneprHpyeMIe B noJoCTM pTa, 10 Mr 

Market / PIoK : Russia / PoccM 
Batch N o /  

:  V2501308 
Batch Quantity / 3600000 ta b /  

Ceps N O6eM cep 3600000 Ta6 

Analytical Report No I 
: 040002991115 

Date of Analysis / 
: 09.07.2025 

AHaaTHecKHiM oTeT N? Iara aHan3a 
Date of Manufacture / 

: 06/2025 
Date of Expiry / 

05/2027 
Jara npow3Bo[IcTBa Tone I10 

Mfg. License No. / 
MA number:/ JII1-Ni(004669)-(PI­ 

II poH3BO[ICTBeHHaH . MNB/05/263 
HoMep PY RU) 

nHueH3HI Nb 

Analysis performed according ND: / AHa3 npoBeIeH no HI: JIII-N(004669)-(PF-RU)-190224 

Page 9 of9/Crp. 9 9 

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. 
02 September 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». 

3aKJIOHeHHe O COOTBeTCTBH: «HaCTOIIM IIOJITBCDKIIaO, HTO IIpHBCJICHHa BIIIC MHpOpMaIUH BJIIeTCH 
IIOCTOBepHO M TOHHO. Ta Cep IIpOIIyKIIMH IIpOH3BeIeHa (BKJIOHa yIIaKOBKy (MapKHpOBKy) H K0HTpOJI 
KaecTBa) Ha BIIIIeYKa3aHHOH IpO3BOIICTB&HHO IIIOIIIaJIKE (IIIOIIIaJIKaX) B IIOJIHOM CO0TBCTCTBMH 
Tpe60BaHHMM IIpaBI HaJUIOKaIIICY IIpOH3BOJICTBeHHO IpaKTHKH EBpa3MCKOTO K0HOMHHeCKOT0 COO3a (No 

GMP/EAEU/RU/00554-2022 0T 02 ceT16p 2022) Tpe6oBaHHIMH KOHTp0J KaecTBa neKapCTBeHH6IX CpeIICTB, 
a TaOKe B COOTBeTCTBMH CO CIIeIIHbHKaIIHIMHM, COJIepKaIIIHMHC B DpeTHCTDpaIHOHHOM JI0Ce TpaHI-MIOpTepa. 
3aIHCH IIO IIpOH3B0IICTBY, VIIaKOBKe H aHaIH3y IpOBepeHEI, H yCTaHOBIeHO HX COOTBeTCTBHe TDe6OBaHHM IIpaBHJI 
Ha,JUI€MKaIe IIpOH3BOJICTBOHHO{ IIpaKTHKH EBpa3HCKOTO KOHOMHHeCKOTO CO03a». 

Remarks: The Product-conforms to ND/ Conclusion: APPROVED/ 

IIpMeare: IIpOIyKT C00TBeTCTByeT Tpe6OBaHHAM HJI 3ax.moeHe: OIIOPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / 
IloIIroToBeHO: Ramakant IIpoBepeo: Pardeep Kumar Opo6peHo: Meepep / PyKopp/HTe1» 

9lb 
f Amit Kumar 

c7}_.° 
{ 

Reprint Date / Reprint Date / Reprint Date / 
Iara: 09.07.2025 Jlara: 09.07.2025 Ilara: 09.07.2025 

Registered Office: 8-2-337, Road No. 3, Ganjara Hilis, Hyderabad - 5C904, Telangana, India 
Tel: + 9 1  40 4900 2900, Fox: +91, 40 1900 2999, Email: mail@drreddys.com 

CIN: 185195AP1984PLC004507 

www.drreddys.com 


