
9­ 
Dr.Reddy's ';° 

CERTIFICATE OF ANALYSIS 
CEPTMHKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

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

Tel : +91 9£166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpoyKT: Ker0po.a xcnpece (KeTopona) Ta6neTKH, HeneprHpyeMIe B noIocTH pTa, 10 Mr 
Market / PIO : Russia / Pocc 

Batch No/  
:  VV250053 

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

Cep .Nh O6eM CepMH 36,00,000 ra6 

Analytical Report No/  
:  8 9 0 0 0 1 8 3 0 7 4 9  

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

AHaITHeCKHii oTHeT N? Jara ana3a 
Date of Manufacture / 

: 07/2025 
Date of Expiry I 

06/2027 
Iara 1po3Bo/cTBa Foe11 J10 

Mfg. License No./ 
MA number:/ 

IIpo3BopcTBea : MNB/05/263 
HoMep PY 

· JIHI-N2(004669)-(PF-RU) 

JIIIIeH3H .Ng 

Analysis performed according ND: / Aam3 npoeIeH IO HI: JIII-N2(004669)-(PF-RU)-190224 
PIL version approved: / McTpyKIIH yTBepIeHa: 21.04.2025 

11 1 1 f ll / C  p  age 0 Tp. H3 
No 

Test / IIoKa3aren Results / Pe3y.1Ta1I Specification / HopMa 
No 

1 Description / Oncare Light yellow round flat beveled Light yellow round flat beveled tablets with " I" 

tablets with "I" debossed on one debossed on one side. I KpyrJIIe IIJIOCKMe 
side. / KpyrJIIe II1OCKHe Ta61eTKM c pacKo, CBeTIO-KeITOTO LBeTa C 
Ta61eTKM C paCxoif, cBeTIO­ TpaBHpOBKOf «I» Ha OJ1HO CTOpOHe. 
KeTOTO uBeTa C FpaBHpOBKOf 
«d» Ha OHO CTOpOHe. 

2 Identification / eHTHpHKaLIM 

Ketorolac / Kemopoa Complies / CooTBeTCTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2nm) .  /  Y<P- 
CIIeKTpI IIOTJIOIIIeHHI HCIIITVCMOTO paCTB0pa M 
pacTBopa CTaHIIapTHOTO 06pa31a KeTOpolaKa 
TDpOMeTaMHHa JIOJIKHEI HMOTE MaKCHMVMEI IIpH 
OHO M TO AC JIJIHHC BOTH5I (I2 HM). 

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

I IIpMeae: IlpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3ax1oeHe: OJIOBPEHO 

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

Kamakant 

@' 
I HpoBepeHo: llpoBepeHo (AOK): po6peo: ~6ecneeHe KaecTBa/OTBeTCTBeHHOe Pardeep Kumar Ami Kumar A JHIIO: $ wt 

4 ! --  _A.  
'Date I I Date/ Date/ !Date/ r  

I  21-4&-w8 l/Iara: 31.08.2025 :  ,[(am: 31.08.2025 JlaTa: 31.08.2025 [Iara: 
Registered Office: S-2-337, Road No. 3, Benjara Hii ls, Hyderabad - 500034, Telangana, India 

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

www.drreddys.com 



es 
Dr.Reddy's Y;° 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

Vill . Khol, Malagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

CERTIFICATE OF ANALYSIS T e l :  +91 98166 56001-02 
CEPTHHKAT AHAJIM3A www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpOIyKT: Ker0po" xepeCC (KeTOpOIa) Ta6eTK, IceprpyeMIe B no0TI pTa, 10 Mr 

Market / PIHOK : Russia / PoccH 

Batch No/  
.  

Batch Quantity/ 36,00,000 tab I 
Cep No 

: VV250053 
O61eM Cep 36,00,000 Ta6 

Analytical Report No/  
:  890001830749 

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

AHaTHMeCKHii oTeT N [Iara aan13a 
Date of Manufacture/ 

: 07/2025 
Date of Expiry/ 

06/2027 
JI[aTa 11pow3BoICTBa Tope /10 
Mfg. License No./  

MA number:/ 
II po3BOIICTBeHHaH : MNB/05/263 

Hoep PY 
: III-N2(004669)-(PI-RU) 

JHIIeH3H N? 

Analysis performed according ND: / Aan3 mpoBeIeH 1Io HI: III-Nb(004669)-(PF-RU)-190224 
PIL version approved: / McrpyKu yTBepIeHa: 21.04.2025 

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

Test / Iloa3aTen, Results / Pe3yJI1TaT Specification / HopMa 
N% 

Complies / CooTBeTCTByeT 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 BpeM yJIepKHBaHH OCHOBHOTO I1HKa Ha 
XpoMaTorpaMMe HCIBIT yeMOTO pacTBopa 
IIOJKHO COOTBeTCTBOBaT BpeMeHH 

yII€pKHBaHHH OCHOBHOTO I1MKa Ha 

XpoMaTOTpaMMe pacTBopa CTaHJIapTHOTO 
o6pa3ua KeTOpO1aKa TpOMeTaMMHa (pa3neJ1 «KOJHeCTBCHHOe OIIDeIeIeHHe»). 

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

IIpMeae: IlpOyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3amoeMe: O[IOBPEHO Prepared by / IIorOTOB1CHO: Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Ramakant IlpoBepeo: [lpoBepeHo (AOK): Op06peHo: O6ecneeHe KaHeCTBa/OTBeTCTBCHHOe 

$ 
Pardeep Kumar Amit Kumar 

A 
JJHLIO: \ 

.l • 
_of 

!Date/ I  Date/ Date I Date I 
I 

3.-08.2~ :p:arn: 31.08.2025 :  ,l.l,arn: 31.08.2025 JIara: 31.08.2025 [Iara: 
Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 
CIN: LS5195AP1984PLC004507 

www.drreddys.com 



e­ 
Dr.Reddy's W;° 

CERTIFICATE OF ANALYSIS 
CEPTMMKAT 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 
IIpo1yr: Ker0po xenpece (eTOpoa) Ta61e1KM, ceprpyeMIe B Io1OCT pTa, 10 Mr 
Market / PLIHOK : Russia / Pocc 
Batch No/ 

:  VV250053 
Batch Quantity / 36,00,000 tab/ 

Cepn N . .  O6eM CepHH 36,00,000 Ta6 

Analytical Report No / 
: 890001830749 

Date of Analysis / 
31.08.2025 

AHa/ITHecKii oTeT N [Iara au1an1r3a 
Date of Manufacture / 

: 07/2025 
Date of Expiry/ 

06/2027 
[aTa 1po3BO€TBa To[IeH JI0 
Mfg. License No./ 

MA number: I 
Ilpo13OJI€TBCHHaH : MNB/05/263 

HoMep Py 
: JIHI-Ni(004669)-(PI-RU) 

JIIeH3HI Ng 

Analysis performed according ND: / AHa1I3 npOBeIeIH nO HI: III-N(004669)-(PI-RU)-190224 
PIL version approved: / MerpyKu yTBepea: 21.04.2025 

Page 3 of 1 1 / C r p .  3  13 11 
No 
No 

Test / IIoKa3are.n1% Results / Pe3yJITaTI Specification / HopMa 

Butylhydroxyanisole / 
Dymueuopoxcuau3o 

Complies / CooTBeTCTByeT 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 yIIepKBaHH IIHKOB 2­ 
6yTHIITHJIpOKCHaHH3OIa M 3­ 
6yTHJITMJIDOKCHaHH3On1a Ha XpOMaTOTpaMMe 
HCIIITyeMOTO paCTBOpa IIODKHI 
COOTBeTCTBOBaT BpeMeHaM JJIpKHBaHHT 
IIMKOB 2-6yTHITJIpOKCHaHH301a M 3­ 
6yTHJITHJIpOKCHaHH3o1a Ha XxpoMaTorpaMMe 
paCTBopa CTaHIapTHor0 06pa3Lua 
6yTITHJIpoKcHaHM3on1a (pa3/en «CO1epKaHHe 
6yTUJITHJIpOKCMaH301a»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpMeae: IHpOyKT COOTBeTCTByeT Tpe60BaHMM HJI 3ax1oeHHe: OJI0PEHO 

Prepared by / IlOrOTOBI~HO: Checked by I Checked by (AQA)/ Approved by: Quality Assurance/ Authorized person / 
Ramalant Ilponcpeno: TIpOucpco (A0I0): On06pCHO: O6CCnCCHMC KACCTBa/OTBCTCTBCHHOC 

4 
Pardeep Kumar Amit Kumar AN JHLO: 

< l ­ !­ • 'Date/ I Date/ Date / I Date I 1 + 8 - )» 1  :):(aTa: 31.08 .2025 :  j.J:a1c1: 31.08.2025 Ilara: 31.08.2025 Iara: 

Registered Office: 8-2-337, Road No. 3, Banjara Hi i 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 ;° 

CERTIFICATE OF ANALYSIS 
CEPTHHKAT 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: :f<etorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpoyT: Ker0po." cnpecc (xeropo1ax) Ta6eTKI, cneprHpyeMIe B noIocTH pTa, 10 Mr 

Market / PLI1HOK : Russia / Pocc 

Batch No/  
:  VV250053 

Batch Quantity/ 36,00,000 tab I 

Cepn No O6eM CeDHH . .  36,00,000 Ta6 

Analytical Report No/ 
:  890001830749 

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

AHaITHecKi oTeT No Iara aan13a 
Date of Manufacture / 

: 07/2025 
Date of Expiry/ 

06/2027 
Iara npo3Bo/IcTBa Foe 210 
Mfg. License No./ 

MA number:/ 
IIpo3BO2ICTBeHHa : MNB/05/263 

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

JIHICH3H .Ng 

Analysis performed according ND: / Aa1H3 poBeIe Io HI: III-N(004669)-(PF-RU)-190224 
PIL version approved: / HnerpyxuH yTBepIeHa: 21.04.2025 

11 4 4 f ll / C  p  age 0 Tp. 3 

No 
Test / IIoKa3are/1 Results / Pe3yTaTL Specification / HopMa 

N2 

3 Average weight / C p e s  69.3 mg/69 .3  Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). I 

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

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

Uniformity of weight/ 
Complies / CooTBeTCTByeT 18/20 Ta61eTOK - He 60nee ± 1 0 % ;  

OpHOpoIIHOCT, MaCC 
2/20 Ta6neTOK He 60nee ± 20 %. 

4 Disintegration time / 00 min 22 sec / 00 MHH 22 ceK Not more than 3 min. / He 6oee 3 MMH. 

PacnanaeMocr 

5 Dissolution / PacrBopee Unit-1/ Ta6n-I 9 7 %  Not less than 75 % (Q) of CsH;NO,·CH,NO, 

Unit-2/ Ta6n1-2 9 7 %  
(ketorolac tromethamine) in 15 min. / He MeHee 
75 % (Q) CsH,NO,·CH, NO, (KeT0po.n1aKa 

Unit-3/Ta6-3 96 % TDOMeTaMHH) epe3 15  MMH. 

Unit-4/ Ta6n1-4 9 6 %  

Unit-5/Ta6n-5 98 % 

Unit-6/ Ta6n-6 10 0 %  

R e m a r k s  :  The Product confirms to ND/ Conclusion : APPROVED / 

I HpMeae: llpOIyKT C0OTBeTCTByeT Tpe60BaHMM HJ] 3aoee: O[IOBPEHO 

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

%8 
IIpoBepeHo: IIpoBepeo (AOK): O106peHo: O6ecneeHe KaeCTBa/OTBeTCTBeHHOe 
Pardeep Kumar Amit Kumar 

' 
JIHIIO: 

< - r�� � -- 

I Date/ I  Date/ Date/ Date/ '  
9 A8-0 25 :,lJ;arn: 31.08 .2025 : ,[l;arn: 31.08.2025 [Iara: 31 .08.2025 Jlara: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



@es 
Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 
CEPTMMKAT AHAJJ3A 

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 
IIpoyT: Ker0po.a" enpecc (eropoaK) Ta61eTKH, IHcneppyeMIe B OIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Pocc 

Batch No/  
:  VV250053 

Batch Quantity / 36,00,000 tab/ 

CepHs No O6eM CepH 36,00,000 Ta6 

Analytical Report No/  
:  890001830749 

Date of Analysis / 
31.08.2025 

AHaMTHecKMii oTeT .N [aTa aan13a 
Date of Manufacture / 

: 07/2025 
Date of Expiry / 

06/2027 
[aTa 11po3Bo/IcTBa To[en 20 
Mfg. License No./  

MA number:/ 
IIpo3BOJICTBeHHa : MNB/05/263 

HoMep Py 
. JIII-N2(004669)-(PF-RU) 

JIHIIeH3H ? 

Analysis performed according ND: / AHan3 poeIeH IO HJI: JIII-N2(004669)-(PF-RU)-190224 
PIL version approved: / HcrpyKIII yTBepKIIeHa: 21.04.2025 

11 5 5 f ll / C  p  age 0 Tp. M3 
No Test / Ioa3are.n Results / Pe3yITaTI Specification / HopMa 
No 

6 Particle size distribution / Complies / CoOTBeTCTByeT A uniform suspension passing through a 710 µm 
JICnepCHocT sieve lS formed. I O6pa3yeTc OJIHOpOJIHa 

CyCIIeH3MI, I1pOXO[UH1Ia CKBO3 CHTO C 
pa3MepOM OTBepCTMi 710 MKM. 

7 Impurities / IIpMec 

1-hydroxy analog of Below LOQ (LOQ = 0.0032%) / not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / He npeten1a K0JIMHeCTBCHH0TO 

I-rHJIpOKCHaHa1OT onpene1en1MA (IHKO = 0.0032%) 

KeTOpon1aKa 

1-keto analog of ketorolac / 0.04% not more than 0 . 8  %; / He onee 0 , 8  %; 
I-KeTOaHa1or KeTOpoIaKa 

unidentified impurity / 0.02% not more than 0.5 %; / He 6on1ee 0,5 %; 
eIHHHH Ha 
HeHJIeHTHp HIIHpOBaHHa 
IIpHMeC 

total impurities / 0 . 1. %  not more than 1 . 0 % . /  He 6onee 1,0 %. 
cyMMa npHMecef 

JRemarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHHAM HII 3axmoeMe: OIOPEHO 
Prepared by / IIoIrOTOBIeHO: Checked b y/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 

Ramakant lpoepeo: IIpoBepeo (AOK): Op06peHo: O6ecneeHMe KaecTBa/OTBeTCTBeHHoe 

8 
Pardeep Kumar Amit Kumar 

A 
JIHIIO: 

I .- • 
n, 

' I Date/  I  Dale/  Date / Date/ 3 1 A8 - 2% 2  :,[(:am: 31.08 .2025 :  .[(a1-a: 31.08.2025 Jara: 31.08.2025 [Iara: 

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

CIN: L85195AP1984PLC004507 

www.drreddys.com 



e­ 
Dr.Reddy's ; 

CERTIFICATE OF ANALYSIS 
CEPTMHKAT 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 
II po1yKT: KeT0po.1 enpecc (eTopoIa) Ta6.eTKM, IMcneprHpyeMIe B no1ocTH pTa, 10 Mr 
Market / PIHOK Russia / Pocc 

Batch No/  
:  VV250053 

Batch Quantity / 36,00,000 tab I 

Ceps N O6eM cepMH 36,00,000 Ta6 

Analytical Report No I 
: 890001830749 

Date of Analysis/ 
31.08.2025 

AHa1HTHecKHi oTeT .No Iara ana13a 
Date of Manufacture / 

: 07/2025 
Date of Expiry/ 

06/2027 
JIaTa 1pow3Bop1cTBa Foe /10 

Mfg. License No./ 
MA number:/ 

IIpo3BO/ICTBeHHa : MNB/05/263 
Howep Py 

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

JHIIeH3H9I N? 

Analysis performed according ND: / AHa113 npoBeIeH no HI: III-N(004669)-(PF-RU)-190224 
PIL version approved: / HerpyKI yTBepe1a: 21.04.2025 

6 6 f ll / C  P  age 0 TD. w3 11 

No 
Test / Hoa3are91 Results / Pe3y1TaT Specification / HopMa 

N 
8 Water content/ 2.1  % Not more than 7.0 %. / 

CO[IepaHe BO[II He 60nee 7,0 %. 

9 Residual solvents / OcraroHIe OpraHeCKHe paCTBOpHTeIH 

Isopropyl alcohol / 13 µg/tab / Not more than 350 µg/tab. / H3onpOIaHon 13 MKT B Ta61eTKe He 6on1ee 350 MKT B Ta6eTKe. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IpnMeae: IIpOIyKT COOTBCTCTByeT Tpe6OBaHHM HJI 3am1oee: OJIOBPEHO 

Prepared by / IIoJrOTOBI~HO: Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
Ramakant 

t 
IIpoBepeHo: IpoBepeo (AOK): OJ106peHo: O6ecneeHe KaeCTBa/OTB&TCTBeHHOe Pardeep Kumar 

e'  
JILIO: 

.l _­ 
lbate / I Date/ Date/ Date / ) 

g 1 5 8 0 25  :,n;arn: 31.08.2025 :  ;D:aTa: 31 .08.2025 Iara: 31.08.2025 [Iara: 

Registered Office: 8-2-327, Road No. 3, Banjara Hi i ls, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email :  mail@drreddys.com 

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpoyKT: Ker0po. cnpece (Keropona) Ta6neTKH, IneprpyeMIe B noIocTH pTa, 10 Mr 
Market / PLIOK : Russia / Pocc 

Batch No/  
:  VV250053 

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

Cepn No O6eM CeDHM 36,00,000 Ta6 

Analytical Report No / 
: 8 9 0 0 0 1 8 3 0 7 4 9  

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

AHa.HTHMeKHi oTeT N? Iara auan13a 
Date of Manufacture / 

: 07/2025 
Date of Expiry / 

06/2027 
Iara 1po3BO/I€TBa FoIeH /10 
Mfg. License No./ 

MA number:/ 
IIpO3BO[CTBeHHa : MNB/05/263 

Howep PY 
: JI1-N(004669)-(PIT-RU) 

JHIIeH3H No 

Analysis performed according ND: / AHan13 IpOBeJIeH no HJI: III-Nb(004669)-(PI-RU)-190224 
PIL version approved: / McrpyKuI yTBepeHa: 21.04.2025 

Page 7 of 11/CTD.  7 w3 11 

No Test / IToca3are1 Results / Pe3y1TaTI Specification / HopMa 
No 

10 Microbiological purity/ MuKpo6on0recKa HCTOTa 

Total Aerobic Microbial Less than 10 CFU/g / not more than 10 CFU/g; / 
Count / 06II&e HCn1O Menee 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/ o6w,ee '-IHCJIO Meee 10 KOE/r He 6on1ee 10 KOE/r; 
IpOKeBIX M ILJIeCHeBIX 
rpH6OB 

Escherichia Coli Absent in 1 gram I shell be absent in 1 gram. / 
OTCyTCTByeT B l  r  OTCyTCTBe B I r. 

11 Uniformity of dosage units/ 8.7 Acceptance value (AV) not more than 15.0 
OHOpOIIHOCT lOKa3aTen IIpHeMIeMOCTH (4V) JI0KeH 6IT 

IO3HpOBaHHIX CJIIHHLI He 6o1ee 15,0. 

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

IIpMeae: IlpOIyKT COOTBeTCTByeT Tpe6OBaHHAM HJ 3ax1oeHe: OIOPEHO 

Prepared by / IloJrOTOBIeHO: Checked by/ Checked by (A0A)/ Approved by: Quality Assurance/ Authorized person / 

Ramakant [lpoBepeHo: [lpoBepeHo (AOK): Op0~peo: O6ecneeMe KaecTBa/OTBeTCTBeHHOe 

wg Pardeep Kumar Amit Kumar A JHIIO: 

<l t ,--- ~. 
I  Date/  I  Date/ Date / !Date/ l 

I  :JlaT.a: 31.08.2025 :  )];a-ra: 31.08.2025 JlaTa: 31.08.2025 &08-· 25 JlaTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



­ Dr.Raddy's ;° 
CERTIFICATE OF ANALYSIS 

CEPTMMKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 
Vi l l .  Khol, Nalagarh Road, Baddi,  

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

T el :  +91 98166 56001-02 

www.cirreddys.com 

11 8 8 f ll / C  p  age 0 Tp. H'3 

No 
Test / Iloa3aTe.1 Results / Pe3yJITaTI Specification / HopMa 

N2 

12 Assay / KoneerBeHoe 10 . 1  m g / 1 0 . 1  Mr From 9 .0mg to 11.0 mg of 
onpee.nee (100.5 %) CsHNO·CHNO» (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 MT I1IO 1 1 , 0  Mr 
CsHNO,·CH,NO, (KeTOpon1aKa 
TpOMeTaMHH) (0T 90,0 JI0 l 10,0 % OT 
3aBI€HHOTO KOIHeCTBa) B Ta61eTKe. 

13 Butylhydroxyanisole 0.0951 mg/tab/ Not less than 0.042 mg/tab. / 
content I Cop1epane 0.0951 Mr B Ta61eTKe He Meee 0,042 MT B Ta6eTKe. 
yTHJITHIIpOKCHaHH30.1a 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpoIyKT: Ker0po3 xcnpecc (eTopoaK) Ta6eTKH, IneprpyeMIe no.IO€TH pTa, 10 Mr 
Market / PLIHO : Russia / Pocc 
Batch No/  

�  
Batch Quantity I 36,00,000 tab I : VV250053 

Cepa Nb -· . O6eM CepH . . .  36,00,000 Ta6 

Analytical Report No/  :  890001830749 Date of Analysis/ 31.08.2025 
AaTMecKHi oTeT No [Iara aan3a 
Date of Manufacture / : 07/2025 Date of Expiry / 06/2027 
JIaTa n1po3BO2I€TBa FoJIeH I10 

Mfg. License No. / 
MA number:/ 

IIpO3BOICTBeHHaH : MNB/05/263 
HoMep PY 

: JIII-No(004669)-(PI-RU) 
JJHIeH3HI N 

Analysis performed according ND: / AaJw3 mpoBeIeH no HJI: III-Nb(004669)-(PI-RU)-190224 PIL version approved: / HcTpyKIWI yTBeDIIeHa: 21.04.2025 

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

IIpMeae: IIpOIyKT COOTBeTCTByeT TpeOBaHHM HJI 3axmoeHe: OJIOPEHO 

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

%.ky 
IlpoBepeHo: IlpoBepeo (AOK): Op06peHo: O6ecneeHe KaeCTBa/OTBeTCTBeHHOe 
Pardeep Kumar Amit Kumar 

A 
JIHLIO: 

l p. _A 
- 

[ p "  l  Date/ Date/ I  Date/ 2 0 8 . 0. %  I  :):(aTit: 31.08.2025 :  ,n;m: 31.08 .2025 Jara: 31.08.2025 [Iara: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTMHKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

Vi l l .  Khol, Nalagarh Road, Baddi, 

Distt. So lan ,  H.P.,, 173 205, IND IA 

T e l :  +91 98166 56001-02 

www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpoyT: Ker0po1 cnpecc (KeTopo1a) Ta61eTK, IcneprpyeMIe B noIocTI pTa, 10 Mr 
Market/ PIHOK : Russia / Pocc 

Batch No/  
:  VV250053 

Batch Quantity / 36,00,000 tab/ 

CepIs No O6eM cep 36,00,000 Ta6 

Analytical Report No/  
:  890001830749 

Date of Analysis / 
31.08.2025 

AHa1HTHeeKHii oTeT N )Iara aa3a 
Date of Manufacture / 

: 07/2025 
Date of Expiry / 

06/2027 
Jara 1po3Bo/IcTBa Fop1e 2I0 
Mfg. License No. / 

MA number:/ 
II po3BO[CTBeHHa : MNB/05/263 

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

JIHUIeH3HI Ng 

Analysis performed according ND: / AHa1H3 npOBeIeH IO HI: III-N2(004669)-(PI-RU)-190224 
PIL version approved: / Mucrpvuu vrBepeHa: 21.04.2025 

11 9 9 f ll / C  P  

*  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. 

IIp BIyce IeKapcTBeHHoro penapaTa KOHTpoI KaeeTBa no noKa3aTe110 «MpoooreCKaH 

HCTOTa» IIpOBOIIHTCH 1JI1 Ka2I0ii 20-0ii CepHH, JIM JIJIH OIHOi Cep B TOI, B 3aBMeMMoeTH OT TOTO, HTO 
HacTynT paHIe. 

age 0 Tp. H3 
No 

Test / IloKa3are/1 Results / Pe3yITaTI Specification / HopMa 
No 

14 Package description / 10 tablets in a blister of 10 tablets in a blister of (PA/ AL/PE with 
OIHCaHHe yIIaOBKH (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. / Io 10 Ta61eTOK B 6cTepe H3 
information leaflet in a carton (HA/AJ/IT C BaronOrIOTHTeeM/II3BII) 
pack. I Ilo 10 Ta61eTOK B bOJ1TH I I (I/AJI don6TH. Ilo 1 HJIH 2 

6ncTcpc H (ILA/AJI/ITO C 6HcTcpa DMCCTC C JHCTIKOM DICIEJIIIIICM B 

Baron1On1OTTe1eM/IDBI1) IIaHKy KapTOHHVIO. 
bor // (I/AI) ponrM. Ilo 
2 61cTepa BMeCTe C JIHCTKOM­ BKJIaJIBIIIIeM B IIaHKy KapTOHHyO. 

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

IIpeame: IIpOIyKT COOTBeTCTByeT Tpe60BaHMM HJ[ 3ax/oeHe: OJI0BPEHO 

Prepared by / IIoJOTOBIIeHO: Checked by I Checked by (AQA)/ Approved by: Quality Assurance/ Authorized person / Ramakant 
w� 

lpoepeHo: IlpoBepeo (AOK): On06peHo: O6ecneeHe KaeCTBa/OTBeTCTBeHHOe 
Pardeep Kumar Amit Kumar JIHLIO: 

<! 
­ � 

I Date/ I  Date I Date I 
. 

Date I ' 
-08-20 8  :)];am: 31.08.2025 :  )];am: 31.08.2025 Jlara: 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: +91 40 4900 2999, Email :  mail@drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTWKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Viii. Khol, Nalagarh Road, Baddi, 

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

Tel : +91 98166 56001-02 

www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpoyKT: Ker0po.1r xcnpecc (xeroporax) Ta6neTKH, IHcneprHpyeMIe B no0cT pTa, 10 Mr 
Market / PLIHOK : Russia / Poccn 

Batch No/  
:  VV250053 

Batch Quantity / 36,00,000 tab I 
CepM No O6eM CepH 36,00,000 Ta6 

Analytical Report No/ 
:  890001830749 

Date of Analysis / 
31.08.2025 

AHa1THecKHi oTeT No Jara aam3a 
Date of Manufacture / 

: 07/2025 
Date of Expiry / 

06/2027 
[IaTa npo3BO[ICTBa Tope /I0 
Mfg. License No./ 

MA number:/ 
IIpo3BopIcTBeHHaM : MNB/05/263 

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

JIHIIeH3HI .Ng 

Analysis performed according ND: / AHam13 1pOBeIeH 11O HJI: JIII-Nb(004669)-(PI-RU)-190224 
PIL version approved: / McrpyKIH yTBepeHa: 21.04.2025 

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». 

10 1 1  10  f ll / C  p  age 0 Tp. H3 

API name / HaMeosame AC: Ketorolac tromethamine / KeTopoaKa TpOMeTaMHH 

INN/MHH :  Ketorolac / KeTopon1ax 

API manufacturer batch number / 
ABSH001208 

HoMep Cep npo3Boren1 AC: 

FP Manufacturer API Batch number / 
HoMep cep cy6cram npo3Bore.1 FESA00169 
FJIb: 

API Manufacturcd by & country/ Dr. Icddy's Laboratorics Ltd., India/ 
IIpow3BopwTe1 AC, crpaa: JI-p Pe/1'c la60paTOpHc JIT., HHIH 

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 
HaMeoBaHe, aIpeC, JIIIIeH3H JI1H JI-p Pen1wc Jla6opaTOpHe JIT1., HHJ1MA, IHpo3BOICTBeHHOe 
IIpon3Bo2cTBeHHaH IO1Ia/Ka / II.no1a[Ka nOp1pa3/1en1eHMe-6, BM11. Kxo, Hanarapx PoyI, BaJuIM, JICTpHKT 
KoHTpo.I KaecTBa / IInoama BIIyCKa Conan, X.II, 173205, MH[IHA (JIHUeH3HI HOMep MNB/05/263) 

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

IpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHHIM HJI 3a10eHe: OIOPEHO 

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

key 
Ipoepeo: IpoBepeo (AOK): Op06peHo: O6ecneHeHe KaecTBa/OTBeTCTBeHHoe Pardeep Kumar Amir JIHLIO: 

' 
I 6- ! ­  •  n,,-  

!Date/ I  Date/ [[ P e"  Date/ T 

g\48-182 :,AaTa: 31.08.2025 :  .lJ:arn: 31.08.2025 Jlara: 31.08.2025 [Iara: 
Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India 

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

www.drreddys.com 
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Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

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

CERTIFICATE OF ANALYSIS Te l :  +91 98166 56001 -02 

CEPTHHKAT AHA.JIM3A www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpo1yr: KeT0po1" cnpecc (Keropoa) Ta61eTKH, cneprHpyeMIe B no0¢TH pTa, 10 Mr 
Market / PIHOK : Russia / PoccH 

Batch No/  
:  VV250053 

Batch Quantity/ 36,00,000 tab/ 

Ceps No O6eM Cep 36,00,000 Ta6 

Analytical Report No/  
:  890001830749 

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

AHaITHeCKHi oTeT • J[ara anan3a 
Date of Manufacture / 

: 07/2025 
Date of Expiry/ 

06/2027 
[Iara 1po3Bo21€TBa Foe 210 

Mfg. License No./ 
MA number:/ 

IIpow3BOJI€TBeHHaH : MNB/05/263 
HoMep PY 

: JI1-N2(004669)-(PI-RU) 
JHIIeH3HI Nb 

Analysis performed according ND: / Aan3 npoBeen no HI: JIII-N2(004669)-(PF-RU)-190224 
PIL version approved: / MncrpyuH yTepe2: 21.04.2025 

Page 1 1  of 1 1 /Crp .  11 1  11 

aKIOeIHHe O COOTBeTCTBHH: «HaCTOIIM IIOITBCpKJIO, HTO IIpHBeJIeHHa BIIIIe HHpODMaIIM 1BJ1eTCH 
J(OCTOBepHO I TOHO. Ta Cep IIDOJIyKIIMH IIpOH3BeJICHa (BKIOHa yIIaKOBKy (MappOBKy) H KOHTpOI 
KaeeTBa) Ha BIIIIeVKa3aHHO IIpOH3BOJICTBeHHO IIJIOIIIaJIKe (IIIOIIIaJIKaX) B IIOJIHOM COOTBeTCTBHH C 
Tpe6OBaHMHMH IHpaBI HaJUIOKaIIIe IIpOH3BOJICTBeHHO IIpaKTMKM EBpa3MCKOTO 9KOHOMHeCKOTO CO103a 
Tpe6OBaHHIMH KOHTpOJLI KaeCTBa JIeKapCTBeHHIX CDeJICTB, a TaKKe B COOTBCTCTBHM CO CIIeIIMpKaIIMH, 
COJI€pKaIIIHMHC B DeTHCTpIIMOHHOM JIOCBe CTpaHEI-HMIIOpTepa. 'aIC IO IIpOH3BOJICTBy, VIIaKOBKe H aHaIH3y 
IIpOBepeHI, H YVCTaHOBJICHO HX COOTBeTCTBHe Tpe6OBaHMM IHpaBHJI HaJUIOKaIIIe IIpOH3BOJICTBCHHO IIpaKTHKM 

EBpa3HCKOTO KOHOMHHeCKOTO CO103a». 

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

IIpMeae: IIpOyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3ax1oeHe: OJI0PEHO 

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

&y 
IlpoepeHo: IlpoBepeo (AOK): Op06peHo: O6ecneeHe KaeCTBa/OTBeTCTBeHHoe 
Pardeep Kumar Amit Kumar JIHLIO: 

<l 

­ 
_n, 

- 

!Date/ [[pa" Date / [ 
1 

:.n:arn: 31.08.2025 :  ,n:aTa: 31.08.2025 Jlara: 31.08.2025 Iara: 
1P 9 - ) 25  
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