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Dr.Reddy's ;° 
CERTIFICATE OF ANALYSIS 

CEPTMDHKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vil l .  Khol ,  Nalagarh Road, Baddi ,  

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

Tl: +9190166 56001-02 

www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpOIyKT: Ker0po31 enpece (Keropo1ax) Ta6eTKH, MeprHpyeMIe B no.0¢TH pTa, 10 Mr 
Market / PIo : Russia / Pocc 

Batch N o / '  
:  VV250054 

Batch Quantity / 36,00,000 tab I 

Cep N � -��  O6eM CepM 36,00,000 ra6 

Analytical Report No/ 
:  8 9 0 0 0 1 8 3 0 7 6 1  

Date of Analysis / 
3 1 . 0 8 . 2 0 2 5  

AaTHecKHii oTeT N? JIaTa a1a1r3a 
Date of Manufacture / 

: 07/2025 
Date of Expiry / 

06/2027 
J[aTa 11po3B0JI£TBa Foen 210 
Mfg. License No./ 

MA number:/ 
IIponr3BoncrBeHaH : MNB/05/263 

HoMep PY 
JIII-N2(004669)-(PIT-RU) 

JIIIIeH3IHI .No 

Analysis performed according ND: / Ana1 upoBeneu no HI: III-N(004669)-(PF-RU)-190224 
PIL version approved: / erpyx yTBepIeHa: 21.04.2025 

Page 1 of 1 1 /  CTp. 1 w 11 
No Test / IIoKa3are.n Results / PeyTaTL Specification / HopMa 
.No 

1 Description / Oncawe Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 
tablets with "I" debossed on one debossed on one side. I KpyrJ1e ILIOCKMe 
side. / Kpyr1Ie IIIOCKMe Ta6n1eTKH c daCKoi, CBeTIO-KOITOTO uIBeTa C 
Ta6eTK c dacKoii, CBeTIO­ TpaBHpOBKOl «I» Ha OIHO CTOpOHe. 
KeITOTO LIBeTa C IpaBHp0BK0 
«I» Ha OHO1 CTOpOHe. 

2 Identification / MeTIba11 

Ketorolac / Kemop0na Complies / COOTBeTCTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / y­ 
CIIeKTDBI IIOTIOIIIeHHH MCIIITVeMOTO paCTBOpa H 
pacTBopa CTaHJIapTHOTO 06pa3u1a KeT0po1aKa 
TpOMeTaMHHa JIODKHI HMCT MaKCHMVMI IpH 
OJ1HO H TO Ke IUIHHe BOIHI (± 2 HM). 

Remarks : The Product confirms to ND/ "Conclusion : APPROVED / IIpMeaHe: IHpOIyKT COOTBeTCTByeT Tp6OBaHM HJ 3ax10ee: OJIOPEHO 
Prepared by / IloJrOTOBIeHO: Checked by/ Checked by (AQA)/ Approved by: Quality Assurance/ Authorized person / 

Ramakant 

9.g 
IlpoepeHo: IlpoBepeHo (AOK): On06peHo: O6ecneeHe KaecTBa/OTBeTCTBeHHOe Pardeep Kumar Amit Kumar JH1IO: C U » G U rM A _  

<d 
­ -­ __{v"1 

'Date/ I  Date/ Date/ Date/ 30&05 :JJ;arn: 31 .08.2025 :  ,D.aTa: 31.08.1025 Ilara: 31.08.2025 JlaTa: 
Registered Office: 8-2-337, Road No. 3, Banjara Hitis, Hyderabad - 500034, Telangana, India 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 
CIN: L851954P1984PLC004507 

www.drreddys.com 



e­ 
Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 
CEPTMMKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vi i i .  Khol, Nalagarh Road, Baddi, 

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

Tel : +91 98166 56001-02 

www.rreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpOJ(yT: Ker0po"" cnpecc (KeropoaaK) Ta61eTKH, HcneprpyeMIe B no2Io¢TH pTa, 10 Mr 
Market / PI1OK Russia / Pocc 
Batch N o /  Batch Quantity/ ' 36,00,000 tab I 

: VV250054 
Cepns No . .  . O6eM cep --  36,00,000 Ta6 
Analytical Report No / 

: 890001830761 
Date of Analysis / 

31.08.2025 
AHa1HTHecKHi TeT Ng [aTa aa13a 
Date of Manufacture / 

: 07/2025 
Date of Expiry/ 

06/2027 
[Iara 1po3BO2I€TBa Foe /10 

Mfg. License No./ 
MA number:/ 

IIpOH3BOICTBeHHa : MNB/05/263 
HoMep PY 

: JIII1-N2(004669)-(PT-RU) 

JIHIIH3H No 

Analysis performed according ND: / AHa1H3 npoBeIeH IO HJI: JIII-N2(004669)-(PI-RU)-190224 
PIL version approved: / HnCTpyKIHH yTBepIIeHa: 21.04.2025 

11 2 2 f ll / C  P  age 0 Tp. H3 
No 

Test / IloKa3are1 Results / Pe3yITaTI Specification / HopMa 
N 

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 Bpew yJIepKMBaHH OCHOBHOTO nMKa Ha 
XpOMaTOrpaMMe MCIITVeMOTO pacTBopa 
IIOJDKHO COOTBeTCTBOBaT BpeMeHM 
yJIepKHBaHH OCHOBHOTO IIHKa Ha 
XpOMaTOIpaMMe pacTBopa CTaHIIapTHOTO 
06pa3ua KeTOpon1aKa TpOMTaMHHa (pa3ne 
«KOIHHeCTBeHHOe OIIpeJIeIeHHe»). 

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

I IIpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHHM HII 3amoeHMe: O/IOPEHO 

Prepared by / IIo[rOTOBIeHO: Checked by/ Checked by (AQA)/ Approved by: Quality Assurance/ Authorized person / 
Ramakant 

t 
IlpoBepeHo: IIpoBepeo (AOK): Op106peHo: O6ecneeHHe KaeCTBa/OTB&TCTBeHHOe 
Pardeep Kumar Amit Kumar to: (UC- Kr-1r?_ 

I !­ .. 

!Date/ I  Date/ Date / y I :)lam: 31.08.2025 :  )J;aTa: 31.08.2025 Jlara: 31.08.2025 [Iara: 

Registered Office: 8-2-337, Road No. 3, Banjara Hi ils, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 

CIN: L95195AP1984PLC004507 
www.drreddys.com 



es 
Dr.Reddy's YW:;° 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vi l l .  Khol, Nalagarh Road, Baddi, 
Distt. Soian, H.P., 173 205, INDIA 

CERTIFICATE OF ANALYSIS T e l :  +91 98166 56001-02 
CEPTMWKAT AHA.JIM3A www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpOIyKT: Ker0po 'xcnpecc (Keropona) Ta6eTKH, [cneprHpyeMIe B no1ocTH pTa, 10 Mr 

Market / PIO : Russia / Pocc 

Batch No/  
:  VV250054 

Batch Quantity / 36,00,000 tab / 

Cep No . .  O6eM CepHH 36,00,000 ra6 

Analytical Report No/  
:  8 9 0 0 0 1 8 3 0 7 6 1  

Date of Analysis / 
3 1 . 0 8 . 2 0 2 5  

AHaITHecKH oTeT N )Iara aa1w3a 

Date of Manufacture / 
: 07/2025 

Date of Expiry / 
06/2027 

[Iara npo3Bo1cTBa Foe /10 
Mfg. License No./  

MA number:/ 
IIpo3BOJI€CTBeHHa : MNB/05/263 

HoMep PY 
· JI1-N2(004669)-(PT-RU) 

JIHIIeH3H9 Ng 

Analysis performed according ND: / Aa13 upoBeIeH no HI: III-Nh(004669)-(PI-RU)-190224 
PIL version approved: / HHcTpyKIHI yTBepJIeHa: 21.04.2025 

Page 3 of 1 1 / C 1p .  3  3  11 
No 

No 
Test / IIoa3are.n 

Butylhydroxyanisole / 
Dymueuopoxcuau3on 

Results / Pe3yJITaTI 

Complies / CooTBeTCTByCT 

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 yJIepKHBaHHH IIMKOB 2­ 
6yTMITHJIpOKCHaHH3oIa M 3­ 
6yTHJITMIpOKCHaHH3OIa Ha XpOMaTOIpaMMe 
HCIITyeM0TO pacTB0pa II0IDKHI 
CO0TBeTCTB0BaT BDMeHaM yIIeDKMBaH 
IIHK0B 2-6yTITMIIpOKCHaHH3on1a H 3­ 
6yTHJITMAIpOKCHaHH3on1a Ha XpoMaTorpaMMe 
paCTB0pa CTaIapTH0r0 06pa311a 
6yTHITHJIpOKCHaH301a (pa31e1 «Cop1epxaHe 
6yTHJITMIIpOKCHaH301a»). 

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

IIpnMeae: IIpOnyKT C00TBeTCTByeT Tpe6OBaHHM HJI 3axmoeHHe: OIOPEHO 

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

Ramakant 

aw 
lpoepeo: IIpoBepeHo (AOK): Op106peo: O6ecneeHe KaecTBa/OTBeTCTBeHHOe 
Pardeep Kumar Amit Kumar JIMLI0: <Ur e  Ur1 

=4 
-- A-' -GM 

I Date/ I  Date/ Date/ [ @ @ @ 0 5  
I  :,n:arn: 31.08 .2025 : ,Il;arn: 31 .08 .2025 JlaTa: 31.08.2025 JlaTa: 

Registered Office: 8-2-337, Road No. 3, B2njara Hils, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email :  mail@drreddys.com 

CIN: L851954P1984PLC004507 

www.drreddys.com 



a9­ 
Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 
CEPTHDMKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vil l .  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 
IIpOIyT: Ker0po.1 enpecc (Keropona) Ta6neTKH, IceprMpyeMre B no1OCT pTa, 10 Mr 
Market /PIHOK :  Russia / PoccM 

Batch No/  
:  VV250054 

Batch Quantity/ 36,00,000 tab/ 

Ceps No O6eM CepHH 36,00,000 ra6 

Analytical Report No / 
: 8 9 0 0 0 1 8 3 0 7 6 1  

Date of Analysis / 
3 1. 0 8 .2 0 2 5  

AHaHTHecKHi oTeT N [[aTa aaJ13a 
Date of Manufacture/ 

: 07/2025 
Date of Expiry I 

06/2027 
)Iara npo3BOJI€CTBa FoJIeH /10 

Mfg. License No./  
MA number:/ 

IIpOH3BOICTBeIHHa1 : MNB/05/263 
HoMep PY 

: JI1-N2(004669)-(PT-RU) 

JI1eH3HI N? 

Analysis performed according ND: / AHa1w3 npoBeIeH IO H[I: III-N(004669)-(PI-RU)-190224 

PIL version approved: / IHCTDvKUM vIeUIeHa: 21.04.2025 

P 4 f ll / C  age 0 'rp. 4 13 11 
No 

Test / Iloa3are.n1 Results / Pe3yJITaTI Specification / HopMa 
Ni 

3 Average weight / Cpen 69.7 mg/69 .7  Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). I 

Macca Or 67,2 MT I10 72,8 Mr (70,0 Mr ± 4,0 %). 

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

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

Complies / CooTBeTCTByeT 18/20 Ta61eTOK - He 6on1ee ± 10 % ;  
OJIHOpOIIHOCT MaCC 

2/20 Ta61eTOK He 60nee ± 20 %. 

4 Disintegration time/ 00 min 20 sec / 00 MHH 20 ceK Not more than 3 min. / He 6on1ee 3 Ml1H. 

PacnaaeMOcT 

5 Dissolution / PacrBopee Unit-1/Ta61-1 99 % Not less than 75 % (Q) of CsHNO,·CH NO, 

Unit-2/ Ta6-2 98 % 
(ketorolac tromethamine) in 15 min. / He MeHee 
75 % (Q) CsHANO+·C2Hi,NO, (KeTOpo1aKa 

Unit-3/Ta6n-3 101 % TDOMeTaMHH) epe3 15 MHH. 

Unit-4 / Ta6n-4 100% 

Unit-5/Ta6-5 10 0 %  

Unit-6/ Ta61-6 100 % 

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

IIpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHHAM HJI 3ax/1oeHe: OIOPEHO 

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

Ramakant 

& 
IlpoBepeHo: lpoepeo (AOK): Ono~peHo: O6ecneee KaecTBa/OTBeTCTBeHHoe Pardeep Kumar Amit Kumar nuo: &UIG UR& 

l A-.' __lAf 

/Date/ I  Date/ Date / /Date I 77-@of 
I :,D.a-ra: 31.08 .2025 :  .r:i;arn: 31.08.2025 IIara: 31 .08.2025 Iara: 

Registered Office: 8-2-337, Road No. 3, Banjara Hii ls, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email :  mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



es 
Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 
CEPTH«KAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vil. Khol, Nalagarh Road, Baddi, 

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

T l :  +91 92166 56001-02 

www.irreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpo1yr: Ker0po.a" xenpecc (eroponax) Ta6neTKH, IIceprHpyeMIe B no10cTH pTa, 10 Mr 
Market / PIIHOK • Russia / Pocc 
Batch No/ 

:  VV250054 
Batch Q~antity/ 36,00,000 tab/ 

CepsNb-· O6eM Cep 36,00,000 1a6 
Analytical Report No/ 

:  890001830761 
Date of Analysis / 

31.08.2025 
AHaITHecKHi oTeT N Iara aan3a 
Date of Manufacture / 

: 07/2025 
Date of Expiry / 

06/2027 
laTa 11p0H3BO/I€TB2 Foe 210 
Mfg. License No. / 

MA number:/ 
I1po3BoIcTBeHHaH : MNB/05/263 

HoMep PY 
. JIII-Ni(004669)-(PI-RU) 

JJHIIeH3IHI No 

Analysis performed according ND: / Aaa3 npOBeeH no HI: JIII-N(004669)-(PF-RU)-190224 
PIL version approved: / MnerpvKI yTBepIeHa: 21.04.2025 

11 5 5 f ll / C  P  age 0 TD. 3 

No 
Test / IloKa3are1 Results / Pe3y.ITaTI Specification / HopMa 

.Ni 

6 Particle size distribution / Complies / CooTBeTCTByeT A uniform suspension passing through a 710 m 

JIcnepcHocr sieve is formed. I O6pa3yeTc OIIHOpO JIHa 
CyCIIeH3H, Ip0XI1Ia CKBO3L CHTO C 
pa3MepoM oTBepcTHi 710 MKM. 

7 Impurities / IIpMec 

I-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / He 6oee 0,5 %; 
ketorolac: / He npen1ea K0IHHCCTBCHH0T0 

l-rMIIpOKCHaHa1OT onpeneneHM (IIKO = 0.0032%) 

KeTopon1aKa 

1-keto analog of ketorolac I 0.03% not more than 0.8 %; / He 60nee 0,8 %; 
I-KeToaHanor KeT0poIaKa 

unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %; eJHHHHHal HeHJIeHTHJHLIHpOBaHHa pMec 
total impurities I 0. 1  % not more than 1.0 % . /  He 6onee 1,0 %. CyMMa npHMece 

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

IpMeae: IlpOIyKT COOTBeTCTByeT Tpe6OBaHLM HJI 3axmoeMe: O[IOEPEHO Prepared by / IloJrOTOBIeHO: Checked by / Checked by (AQA)/ Approved by: Quality Assurance/ Authorized person I Ramakant lposepeHo: IlpoBepeo (AOK): On06peHo: O6ecIeHeHHe KaHeCTBa/OTBeTCTBeHHOe 
2. 

Pardeep Kumar Amit Kumar I o : @ 0 G  10Mn0_ 

.4 -L­ «M ... 
. 

!Date I I Date/ Date/ I  Date I 277F-0» I  :)],am: 31 .08.2025 : )],am: 31.08 .2025 Iara: 31 .08.2025 IlaTa: 
Registered Office: 8-2-337, Road No. 3, Banjara Hi is, Hyderabad - 500034, Telangana, India 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 
CIN: L851954P1984PLC004507 

www.drreddys.com 



as 
Dr.Reddy's YW;° 

CERTIFICATE OF ANALYSIS 
CEPTMHKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vi l l .  Khol, Nalagarh Road, Baddi,  

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

Tel: : 9 1 9 £ 1 6 6  56001-02 

www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpoyT: KeT0po." xcnpece (Keropon1ax) Ta61eTKM, cneprpyeMIe B no.ocTH pTa, 10 Mr 
Market / PIoK : Russia / Pocc 
Batch No/  ....  Batch Quantity / 36,00,000 tab/ : VV250054 
Cepx No - --- O6eM CepHH - - 36,00,000 Ta6 

Analytical Report No/ :  890001830761 Date of Analysis / 3 1 . 0 8 . 2 0 2 5  
AHaIHTHecKHi oTer N Jara a1a9mr3a 
Date of Manufacture / : 07/2025 Date of Expiry / 06/2027 
[IaTa 1por3Bo1cTBa Tope 210 
Mfg. License No./ 

MA number:/ 
II po3Bop1cTBeHHa : MNB/05/263 

HoMep PY 
: III-N2(004669)-(PT-RU) 

JHIIeH3HI .No 

Analysis performed according ND: / AHar3 npoBe/en mo HJI: JIII-N2(004669)-(PF-RU)-190224 
PIL version approved: /Hncrpyxu yTepaen1a: 21.04.2025 

- 

11 6 f 1 1 / Cr  6  p  age 0 p. H3 
No 

Test / Hoa3aTen1L Results / Pe3y.JITaT6I Specification / HopMa 
.No 

8 Water content/ 2.3 % Not more than 7.0 %. / 
CO[IepaHe Bo[I He 6onee 7,0 %. 

9 Residual solvents / OcraroHIe OpraHeCKHe paCTBOpHTeIH 

Isopropyl alcohol/ 4 µg/tab I Not more than 350 µg/tab. / 
H3OnpOnaHon 4 MKT B Ta61CTKe He 6on1ee 350 MKT B Ta61eTKe. 

Conclusion : APPROVED I 

3ax/0eHe: OJI0BPEHO 

Date/ 

laTa: 

Approved by: Quality Assurance/ Authorized person I 
Op06peHo: O6ecneeHe KaeCTBa/OTB&TCTBeHHOe 

nwo: Q Ur1U  Ur4 

< 

Checked by (AQA)/ 
lpoBepeHo (AOK): 

Amit K u m a r ,  

-­ 
Date I 
JIara: 31.08.2025 

Checked by/ 

lpoepeo: 
Pardeep Kumar 

l 

I Date/ 
Jara: 31.08.2025 

Remarks : The Product confirms to ND/ 

IIpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHMM HJI 

Prepared by / IloIrOTOBIeHO: 

Ramakant 

!Date I 
Ila1a: 31 .08.2025 

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

CIN: L851954P1984PLC004507 
www.drreddys.com 



9s 
Dr.Reddy's ';° 

CERTIFICATE OF ANALYSIS 
CEPTMDMKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 
Vi i i .  Khol, Naiagarh Road, Baddi, 

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

Tel : +91 98166 56001-02 

www.rreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpOyKT: Ker0po1 xcnpecc (eropon1a) Ta6.eTKH, HcneprHpyeMIe B nI0I0CT pTa, 10 Mr 

Market / PLIHOK : Russia / Pocc . 

Batch No/  
«  

Batch Quantity/ 36,00,000 tab I 
: VV250054 

Cep Nb . .  O6eM Cep 36,00,000 Ta6 

Analytical Report No / 
: 890001830761 

Date of Analysis / 
3 1 . 0 8 . 2 0 2 5  

AaMTHeKii oTeT No J[aTa aan3a 
Date of Manufacture / 

: 07/2025 
Date of Expiry/ 

06/2027 
[Iara 1po3Bo2cTBa Foe 2I0 
Mfg. License No./ 

MA number:/ 
IIpo3BoIcTBeHHaM : MNB/05/263 

HoMep PY 
· JIII-N(004669)-(PT-RU) 

JIHIIeH3HI No 

Analysis performed according ND: / AHa.mu3 npOBeIeH IO HI: II1-N(004669)-(PF-RU)-190224 
PIL version approved: / McrpyuHM yTe/ea: 21.04.2025 

11 7 7 f ll / C  p  a g e  0  Tp. H3 
No 

Test / IloKa3aTe1 Results / Pe3yJI1TaTL Specification / HopMa 
No 

10 Microbiological purity/ MKpo6on0rHecKa HCTOTa 

Total Aerobic Microbial Less than 10 CFU/g / not more than 10 CFU/g; / 
Count / O6Lee Hcn1O Meee 10 KOE/r e 6onee 10' KOE/r; 
apO6HIX MHKpO­ 
OpraHH3MOB 

Total Combined Yeast and Less than 10 CFU/g / not more than 10 CFU/g; / 
mold count / O6Lee cn1o MeHee 10 KOE/r He 6on1ee 10 KOE/r; 
IIpOKKeBIX H IUJIeCHeBIX 
rpH6OB 

Escherichia Coli Absent in 1 gram / shell be absent in I gram. / 
OrcyTcTyeTR I r  oTcyTcTe I r. 

11 Uniformity of dosage units/ 5.9 Acceptance value (AV) not more than 15 .0 
OAHOpOIIHOCTL IIoKa3aTeJI IIpHeMIeMOCT (4V) JOI1KeH 6IT 

II03HpOBaHHIX €IHHHI He 6o1ee 15,0. 

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

IIpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHMM HJI 3amoene: OIOEPEHO 

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

&k 
lpoBepeHo: IlpoBepeo (AOK): OI06peHo: O6ecneeHe KaeCTBa/OTBeTCTBeHHoe Pardeep Kumar Ami Kumar_ JIHLIO: SU r i U  Ur1_ 

I t- ,/ <M 
[Pae! Date / Date / !°ate/ @0&4025 

I  Iara: 31.08.2025 Iara: 31.08.2025 Ilara: 31.08.2025 JIara: 
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad 500034, Telangana, India 

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

www.drreddys.com 



as 
Dr.Reddy's Y;° 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 
Vi ll i .  iKhol, Malagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, IND IA 

CERTIFICATE OF ANALYSIS 
CEPTMDHKAT AHA.JI3A 

Tel : 2 1 9 0 1 6 5 5 6 0 0 1  02 

www.rreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpo(yr: Ker0po cnpecc (xeropona) Ta6eTKH, cneprHpyeMIe B no.Io€TH pTa, 10 Mr 

Market / PII1OK : Russia / Pocc 

Batch No/  
:  VV250054 

Batch Quantity / 36,00,000 t a b /  

Ceps No O6€M CeDHH 36,00,000 Ta6 

Analytical Report No/ 
:  8 9 0 0 0 1 8 3 0 7 6 1  

Date of Analysis / 
3 1 . 0 8 . 2 0 2 5  

AHa1HTHecKHi oTeT Jlara aan13a 
Date of Manufacture / 

: 07/2025 
Date of Expiry/ 

06/2027 
[Iara 11po3Bo2I€TBa Fop1e 210 
Mfg. License No./  

MA number:/ 
IIpo3oIcTBeHHa1 : MNB/05/263 

Howep PY 
: JIII-N2(004669)-(PI-RU) 

nueH3H N 

Analysis performed according ND: / Aau3 npoBere no HJI: JIII-Ni(004669)-(PF-RU)-190224 
PIL version approved: / MHcTpyKu yTBepIeHa: 21.04.2025 

11 8 8 f ll / C  p  age 0 Tp. H3 No Test / Iloa3are1, Results / Pe3yITaTi Specification / HopMa 
.N% 

12 Assay / KonecrBeHoe 10 . 1  mg/ 10 . 1  Mr From 9.0mg to 11.0mg of onpene.neHe (100.5 %) CsHNO,·CH1NO, (ketorolac tromethamine) 
(from 90.0 to 1 10 .0  % of the label claim) per 
tablet. I Or 9,0 MT I1IO 1 1 , 0  Mr 
CsHNO+·CH,NO, (KeTOpon1aKa 
TpOMeTaMHH) (OT 90,0 I1o 1 10 ,0  % OT 
3aBIeHHOrO Ko1HHeCTBa) B Ta6neTKe. 

13 Butylhydroxyanisole 0.0967 mg/tab/ Not less than 0.042 mg/tab. I content I CopepaHe 0.0967 MT B Ta61eTKe He MeHee 0,042 M B Ta61eTKe. 6yTH.JIF MIDOKCHaHH30.1a 

Remarks : The Product confirms to ND/ 'Conclusion : APPROVED / IpMeae: IlpOIIyKT COOTBeTCTByeT Tpe60BaHHM HJI 3a10eHHe: O]IOEPEHO Prepared by / IlOIrOTOBIIeHO: Checked by/ Checked by (AQA)/ Approved by: Quality Assurance/ Authorized person / Ramakant 
4. 

IlpoBepeHo: lpoBepeo (AOK): Ono6peHo: O6ecneeHe KaeCTBa/OTBeTCTBeHHOe Pardeep Kumar Amit Kumar 
\ 

JHLO: (UL KMA 
=l f_,,, .,/' 

GM �- 

'Date/ I bate/ !Date/ . 

I 
Date I 310&05 :,ll;arn: 31 .08.2025 : ):i:a,-a: 31.08 .'.?.025 IlaTa: 31.08.2025 [Iara: 

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

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

CERTIFICATE OF ANALYSIS 
CEPTHDHKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vi l l .  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 
IIpopyKT: Ker0po xcnpecc (xeropon1a) Ta61eTKH, cneprHpyeMIe B nIoIocTH pTa, 10 Mr 
Market/ PIHOK : Russia / Pocc 

Batch No/ 
:  VV250054 

Batch Quantity/ 36,00,000 tab / 

Cepus N O6eM CeDH 36,00,000 ra6 

Analytical Report No/  
:  890001830761 

Date of Analysis / 
3 1 . 0 8 . 2 0 2 5  

AHa1THecKH oTer N JlaTa aan13a 
Date of Manufacture / 

: 07/2025 
Date of Expiry/ 

06/2027 
[[aTa 11po3BOJICTBa Fop1en 210 
Mfg. License No. / 

MA number:/ 
IIpo3Bo2IcTBeHHa : MNB/05/263 

HoMep Py 
: JIII-N2(004669)-(PT-RU) 

JIHIIeH3HI Ng 

Analysis performed according ND: / Aa3 npoBeen no HI: III-N(004669)-(PF-RU)-190224 
PIL version approved: / HnerpyKu yTBepeHa: 21.04.2025 

11 9 9 f ll / C  p  age 0 Tp. H3 

No 
Test / IloKa3aTe1 Results / Pe3yITaTI Specification / HopMa 

Ni 

14 Package description/ 10 tablets m a blister of 10 tablets in a blister of (PA/ AL/PE with 

OnIHICaHHe yIaKOBKH (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. / IHo 10 Ta61eTOK B 6McTepe M3 
information leaflet in a carton (IA/AJI/II C BnIaTOI1OJ1OTMTeIeM/II'BI) 
pack. I Ilo 10 Ta61eTOK B bOTH II (I19/A.J1) bOrM. lo 1 HJIM 2 

6crepe 3 (IA/AJI/I1 C 6ncTepa BMecTe C JIMCTKOM-BK1aJIBIIIIeM B 
BJIaTOnIOTJIOTHTe.JIeM/IDBII) IIaHKy KapTOHHy. 
onr // (II/AJI) bonrH. IIo 
2 61McTepa BMeCTe C JIMCTKOM­ BK1aJIIIIIeM B IIaHKy KapTOHHyO. 

* 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. 
I[pH BIyCe IeKapCTBeHHoro npenapaTa K0HTpoI KaecTBa no noKa3aTe.10 «MKpo6HoorHeCKa 
HCTOTa» IpOBOIIHTCI II1 Ka0ii 20-0ii CepM, MJII JIJI OIIHOii Cep B T0I, B 3aBICHMOCTH OT TOTO, TO 
HacTynT paHIe. 

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

IIpMeaHe: IIpOIyKT COOTBeTCTByeT Tpe60BaHMM HJI 3aKm0eHe: OIOBPEHO 

Prepared by / IIoIrOTOBIIeHO: Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / Ramakant� IHpoBepeHo: IlpoBepeHo (AOK): Op0peHo: O6ecneeHe KaecTBa/OTBeTCTBeHHoe Pardeep Kumar Amit Kumar 
A 

JIHIIO: S 0 M e  Kura? 

<J 
­ «l ------..__ 

IDa.te I I Date/ Date/ Date/ ?)-0&20K :,[(a.Ta: 31.08.2025 :  )];am: 31.08.2025 JlaTa: 31.08.2025 JlaTa: 

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

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

CERTIFICATE OF ANALYSIS 
CEPTMDMKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vi l l .  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 
IIpOIyKT: Ker0po.n xcnpecc (xeropona) Ta6erK, HcneprHpyeMIe B no0cTH pTa, 10 Mr 
Market / PIIIO : Russia / Pocc 
Batch No/ 

:  VV250054 
Batch Quantity / 36,00,000 tab I 

CepH No ... -•- O6eM cep 36,00,000 ra6 

Analytical Report No / 
: 890001830761 

Date of Analysis / 
31.08.2025 

AHaIHTHeCKMi oTeT N Jara aan3a 
Date of Manufacture / 

: 07/2025 
Date of Expiry/ 

06/2027 
JI[aTa 1po3Bon1cTBa Foe 210 
Mfg. License No./ 

MA number:/ 
IIpo3Bo2I€TBeHHa : MNB/05/263 

Howep PY 
: JII-N2(004669)-(PT-RU) 

neH3HI N? 

Analysis performed according ND: / AHa1H3 npoBe1en mo HJI: III-N2(004669)-(PIT-RU)-190224 
PIL version approved. / Me1pyuwu y ±epteHa. 21.04.2023 

10 11 10 f 11 / C P age 0 Tp. H3 
API name / HaMerosame AC: Ketorolac tromethamine / KeroponaKa TpOMeTaMH 

INN / MHH: Ketorolac / KeTopon1aK 

API manufacturer batch number/ 
ABSH001208 

HoMep cep npor3BopwTe.1 AC: 
FP Manufacturer API Batch number / 
HoMep Cep Cy6CTaHIH 1po3Bop1Te.JI FESA00169 
TJI: 

API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India / 
IIpo3BopHTeI AC, crpaa: JI-p Pep'c Jla6opaTopHc JIT., HHI1MA 

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 
HaMeHoBae, aJIpeC, JIIeH3MH 1J11 JI-p Pep'c Jla6opaTopc JI., HJ1Mn, II1po3BOIICTBeHHoe 
IIpow3opcTBeHHa nIOIIaIKa / II.aomapa I1OJ1pa3J1en1eHMe-6, B»II1. KXO1, Hanarapx PoyJ, BaJIM, J[cTpHKT 
KoHTpoIH KaMe€TBa / IIOIIaJIKa BIIIyCKa Conan, X.II., 173205, HHIIM (1HIIeH3H 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». 

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

IIpMeae: IIpOyKT COOTBeTCTByeT Tpe6OBaHHIM HJI 3am0eHe: O[IOPEHO 

Prepared by / lo[rOTOBIeHO: Checked by/ Checked by (AQA)/ Approved by: Quality Assurance/ Authorized person I 
Ramakant 

/y 
IlpoBepeHo: IlpoepeHo (AOK): On06peo: O6ecneee KaecrBa/OTBeTCTBeHHoe 
Pardeep Kumar Amit Kumar 

\ no: Gv>TU u14@2_ 

• ­ C M  ¥  u  

: I  Date I Date I Date/ 080» :,lJ; a ru:  31.08.2025 :  .narn: 31.08.2015 Jara: 31.08.2025 Jlara: 
Registered Office: 8-2-337, Road No. 3, Benjara Hiils, Hyderabad - 500034, Telangana, India 

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

www.drreddys.com 



­ Dr.Reddy's W:;° 
CERTIFICATE OF ANALYSIS 

CEPTMDIKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vill. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H .P. ,  173 205, IND IA 

T el .  +9198166  56001 02 www.rreddys.com 
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpOyKT: Ker0po xcnpecc (xeropona) Ta6eTKM, IceprpyeMIe B no1OCT pTa, 10 Mr 

Market / PIIIOK : Russia / Pocc 

Batch No/  
:  VV250054 

Batch Quantity/ . 36,00,000 tab I 

Cepu No . .  O6eM CepH -36,00,000 ra6 

Analytical Report No / 
: 890001830761 

Date of Analysis / 
3 1 . 0 8 . 2 0 2 5  

AanHTHecKH oTeT Ng Jara aa13a 
Date of Manufacture / 

: 07/2025 
Date of Expiry / 

06/2027 
J[aTa 1po3Bo/cTBa Fop1en 110 

Mfg. License No. / 
MA number:/ 

IIpo3Bo/I€TBeHHa : MNB/05/263 
Howep PY 

: JI1-N2(004669)-(PF-RU) 

JHIIeH3HI No 

Analysis performed according ND: / Ana1I3 npoBeIeH no HI: JII1-N(004669)-(PF-RU)-190224 
PIL version approved: / HcrpyIu yTBepIeHa: 21.04.2025 

Page 11 of 1 1 / C r p .  11 11 

3ax1oeHe 0 cooTBeTCTBHH: «HaCTOIM IOJITBDKJIaO, HTO IIpHBeJIeHHaI BIIIIe MH]ODMaIIHH 8BJLHeTCH 
JIOCTOBepHO H TOHHO. Ta CepH IpOIyKIM IIpOH3BeJIeHa (BKIOHa yIIaKOBKy (MapKHpOBKy) H KOHTpOJI 
KaHeCTBa) Ha BBIIIIeVKa3aHHO IIDOH3BOJICTBeHHO IIJIOIIaJIKe (IIIOIIIaJIKaX) B IIOJJHOM COOTBeTCTBHM C 
Tpe6OBaHMMH IHpaBJI HaJIIOKaIII IIpOH3BOJICTBeHHO IIpaKTHKM EBpa3CKOTO KOHOMHHeCKOTO CO03a M 
TDe6OBaHHHMH KOHTDOII KaHeCTBa JI€KapCTBCHHEIX CpeIICTB, a TaKKe B COOTBCTCTBHH CO CIIeIIMpKaLIHIMH, 
COIIepKaIIIHMHCI B DCTMCTDaIIMOHHOM JIOCe CTDaHI-HMIIOpTepa. '33aIHCH IO IIpOH3BOICTBy, yIIaKOBKe M aHa1H3y 
IIpOBepeHI, H yCTaHOBIeHO HX COOTBTCTBHe Tpe6OBaHHIM IHpaBJ1 HJUIOKaIIIeH IIpOH3BOJICTBCHO IIpaKTHKH 

EBpa3HCKOTO KOHOMHHeCKOTO CO103a». 

Remarks : The Product confirms to ND/ IIConclusion : APPROVED / 
IIpMeame: IIpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3 a 1 o e e :  O/IOPEHO Prepared by / TIOIrOTOBJIeHO: Checked by/ Checked by (AQA)/ Approved by: Quality Assurance/ Authorized person I 
Ramakant 

+ 
Ilpoepeo: IlpoBepeno (AOK): Op06peHo: O6ecIeeHHe KaeCTBa/OTBeTCTBeHHoe 

t 
Pardeep Kumar Amit Kumar JHLIO: vC  Kr1p2_ 

4 A- <l « 

'Date/ I  Date/ Date I . !Date I 00Lg I  :,l];arn: 31.08.2025 :  )],am: 31 .08.2025 IlaTa: 31 .08.2025 Iara: 

Registered Office: S-2-337, Road No. 3, Banjara Hii ls, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91404900 2999, Emai l :  mail@drreddys.com 

CIN: L851954P1984PLC004507 
www.drreddys.com 


