
as 
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, INDIA 

Tel • 401 98166 56001-02 
www.rreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpOyKT: Keropo1 cnpecc (Keropo1a) Ta6eTKH, IeeprpyeMIe no1ocTH pTa, 10 Mr 
Market / PIHOK : Russia / Pocc 

Batch N o /  -  Batch Quantity / 36,00,000 tab I - - 

Cepa Nb 
: VV250052 

O6eM Cep 36,00,000 ra6 

Analytical Report No/ 
:  890001830747 

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

AanTHee oTeT No JlaTa aan3a 
Date of Manufacture / 

: 07/2025 
Date of Expiry/ 

06/2027 
[Iara n1po13B0I€TBa FoJIeH II0 
Mfg. License No./  

MA number:/ 
II po3BopIcTBeHHa : MNB/05/263 

HoMep Py 
: JII-N2(004669)-(PI-RU) 

JIIIeH3HI .Ng 

Analysis performed according ND: / AHan13 npoBeIeH nO H[I: III-N(004669)-(PI-RU)-190224 
PIL version approved: / McrpyKu yTBepIeHa: 21.04.2025 

11 1 1 f ll / C  P  age 0 TD. 1H3 

No 
Test / IloKa3aTe.n1 Results / Pe3yITaTl Specification / HopMa 

.N? 

1 Description / Onucae Light yellow round flat beveled Light yellow round flat beveled tablets with " I" 
tablets with "I" debossed on one debossed on one side. I KpyrJIe IIJIOCKHe 
side. / Kpyr1He II1OCKMe Ta6eTKM C paCKOf, CBeTJIO-KeITOTO LIBeTa C 
Ta6neTKH c pacoif, cBeTn10­ fpaBHpOBKo; «d» Ha op1Ho CTOpoHe. 
KeITOTO uIBeTa C FpaBHpOBKOf 
«l» Ha OIHOf CTOpOHe. 

2 Identification / HJeTHbHKaIIH 

Ketorolac / Kemopoa Complies / CooTBeTCTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
pi.aks at t he ,  same. wavele ngth (± 2 nu). / Yp­ 
CIIeKTDBI IIOTIOLICHH MCI6ITyeMOTO pa€TB0pa H 
pacTBopa CTaHJIapTHOTO 06pa31a KeTOp01aKa 
TDOMeTaMHHa JIOIKHEI HMeT MaKCHMyMEI IIpH 
OJHOf H TO Ke JUIHHe BOIHI (± 2 HM). 

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

lpMeame: IHpOyKT COOTBeTCTByeT Tpe6OBaHM HJI 3aoeHe: OJI0BPEHO 

Prepared by / IloIrOTOBJIeHO: Checked by I Checked by (AQA)/ Approved by: Quality Assurance/Authorized person / Ramakant IIpoBepeHo: IlpoBepeo (AOK): O06peno: O6ecneee KaeCTBa/OTBeTCTBeHHOe 
e t Pardeep Kumar Ami Kmor JHLIO: \ 

.¢ <l ' ­  cc. 
!Date/ I  Date J M a e  Date / 

2 1 5 9 -)0 :,n;an_: 31.08.2025 :  ,[(am: 31.08.2025 Jlara: 31 .08.2025 Jlara: 

Registered Office: S-2-327, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 

CIN: L851954P1984PL€004507 
www.drreddys.com 



as 
Dr.Reddy's KW; 

CERTIFICATE OF ANALYSIS 
CEPTMWKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vi l l .  Khol, Nalagarh Road, Baddi, 

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

Tel : +91 98166 5600-0z 

www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpoyKT: Keropoa xcnpece (xeropona) Ta6eTKH, IceprHpyeMIe uoIocTH pTa, 10 Mr 

Market / PLIHOK • Russia / Pocc 

Batch N o /  -  Batch Quantity / 36,00,000 t a b /  
:  VV250052 

Cepun No � O6eM cep 36,00,000 Ta6 

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

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

AHa1HTHecKHii oTeT N [Iara aan13a 
Date of Manufacture / 

: 07/2025 
Date of Expiry / 

06/2027 
[aTa npow3BO/IcTBa Fop1en 210 

Mfg. License No./  
MA number:/ 

II po3BOJCTBeHHaH : MNB/05/263 
HoMep PY 

· JI1-N(004669)-(PIT-RU) 
JueH3H No 

Analysis performed according ND: / Ana3 npoBee no HJI: III-N(004669)-(PI-RU)-190224 
PIL version approved: / MHcTpyKIUHI yTBepKIIeHa: 21.04.2025 

11 2 2 f ll / C  P  a g e  0  TD. 113 

No 
Test / IIoKa3are/1 Results / Pe3y.nTaTL Specification / HopMa 

No 

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 yIIepKHBaHM OCHOBHOTO IIHKa Ha 
xpoMaTorpaMMe HCIIITyVMOTO pacTBopa 
JIOJDKHO COOTBeTCTBOBaT BDeMeHH 
yJIepKHBaHH OCHOBHOTO I1HKa Ha 
XpoMaTOpaMMe pacTBopa CTaHJIapTHOTO 
06pa3ua KeT0po1aKa TpOMeTaMHa (pa3pen «KOIHHeCTBeHHOe OIpeIIeJIeHHe»). 

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

Il e a n e .  IHpouy1 uuu1cu1BycI 1cOuBaH HJI 3au9ewe: OJIOEPEHO Prepared by / IIoIroTOBnIeHO: Checked by/ Checked by (AQA)/ Approved by: Quality Assurance/ Authorized person / Ramakant IlpoBepeHo: IIpoBepeno (AOK): Ono6peno: O6ecneeHe KaeCTBa/OTBeTCTBeHHOe 
(k3/ 

Pardeep Kumar Amit Kumar 
"' 

JHLIO: 
.[= 

­ • P(a 
'Date I I Date/ Date / Date / / 

9 \ P 8 -o :,n:arn: 31.08.2025 :  ,lJ;aTa: 31.08.2025 Jlara: 31 .08 .2025 JIara: 
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: L95195AP1984PLC004507 

www.drreddys.com 



es 
Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 
CEPTHDMKAT AHAJI3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vi l l .  Khol, Nalagarh Road, Baddi, 

Distt. Solan, H P., 173 205, I!DIA 

Tel : +91 9$166 56001-02 

www.drreddys.co 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpoyr: Ker0po xcnpecc (KeTopo1a) Ta6eTKH, IneprpyeMIe B no0cTH pTa, 10 Mr 
Market / PIO : Russia / Pocc 
Batch No/ -  Batch Quantity/ 36,00,000 tab I : VV250052 
Cep No - O6eM CepHH • 36,00,000 ra6 
Analytical Report No/  :  890001830747 Date of Analysis / 3 1 . 0 8 . 2 0 2 5  
AHaITMeCKHii oTeT .N JIaTa aa3a 
Date of Manufacture / : 07/2025 Date of Expiry / 06/2027 
[aTa 11po3BOIICTBa Foe I10 

Mfg. License No. / 
MA number:/ 

II po3Bo1cTBeHHa : MNB/05/263 
HoMep PY 

: JIII-Ne(004669)-(PIT-RU) 
JIHIeH3H Ng 

Analysis performed according ND: / AHaw3 npoBeIeH nO HI: JIII-N2(004669)-(PF-RU)-190224 
PIL version approved: / MnerpyKu yTBepIeHa: 21.04.2025 

Page 3 of 11 /Crp .  3  w3 11 

No 
.No 

Test / IIoa3are.JI6 Results / Pe3y.1TaTL Specification / HopMa 

Butylhydroxyanisole / 
bymueuopoxcuau3on 

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 yIIepKHBaHMR IIHKOB 2­ 
6yTMITHJIDOKCHaHH3OIa H 3­ 
6yTHITHIpOKCHaHH30Ia Ha XpoMaTorpaMMe 
HCIITVeMOTO paCTBOpa IIOJKHI 
COOTBOTCTBOBaT BpeMeHaM yIICpKHBaHH 
IIHKOB 2-6yTHITMAIpOKCHaHH3OJ1a M 3­ 
6yTHJITJIpOKHaHH31a Ha XpoMaTorpaMMe 
paCTBopa CTaHJIapTHoro 06pa3ua 
6yTHIMJIpoKcHaHH301a (pa3Ie1 «COIIepKaHe 
6yTMJFHJIpOKCHaHH301a»). 

Remarks : The Product confirms to ND/ 

IHpHMeae: IlpOIyKT COOTBeTCTByeT Tpe6OBaHHAM HJI 

Conclusion : APPROVED / 

3axoene: OJI0PEHO 

Approved by: Quality Assurance/ Authorized person / 

On06peo: O6ecneeHe KaeCTBa/OTBeTCTBeHHOe 

JIHLIO: 

Checked by (AQA) / 

IlpoBepeHo (AOK): 
Amit K u m a r ,  

_....,  .,...;.-----  

Date/ 
JIara: 31.08.2025 

Checked by/ IlpoBepeHo: 
Pardeep Kumar 

I Date/ 
Jlara: 31.08.2025 

Prepared by / IlorOToBneHO: 
Ramakant 

IDate / 
JlaTa: 31 .08.2025 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



es 
Dr.Reddy's Y;° 

CERTIFICATE OF ANALYSIS 
CEPTMKAT AHA.JIM3A 

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

Vil l .  Khol, Nalagarh oad, Baddi, 
Distt. Solan, H.P, , 173 205, 1\DIA 

Tel : +91 98166 55001 £2 

www.drreddys.cos 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpoyT: Ker0po xenpece (Keropona) Ta6eTKH, IcneprHpyeMIe B IOI0CTH pTa, 10 Mr 

Market / PImo • Russia / Pocc 
Batch No/  

:  VV250052 
Batch Quantity/ 36,00,000 tab I 

Cepa No ,. - O6eM cepM 36,00,000 ra6 

Analytical Report No/ 
:  890001830747 

Date of Analysis / 
31.08.2025 

AHa1THeCKHii oTeT N Iara aan1u3a 

Date of Manufacture / 
: 07/2025 

Date of Expiry / 
06/2027 

Jara 1po3Bop€Ta Foe 2I0 

Mfg. License No./ 
MA number:/ 

IIpo3Bo/IcTBeHHa : MNB/05/263 
HoMep Py 

: JIII-N2(004669)-(PI-RU) 
JIIeH3H No 

Analysis performed according ND: / AHa1w3 npoBeIeH no HI: JIII-N2(004669)-(PI-RU)-190224 
PIL version approved: / McrpyKH yTBepe1a: 21.04.2025 

11 4 4 f ll / C  p  age 0 Tp. M3 
No 

Test / IHoa3are.n% Results / Pe3yJITaTI Specification / HopMa 
No 

3 Average weight / CpeH 70.2 mg/70 .2 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). I 

Macca Or 67,2 MT 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 Ta6eTOK - He 6onee ± 10 %; 

OJHOpOIHOCT MaCCI 
2/20 Ta6neTOK He 6on1ee ± 20 %. 

4 Disintegration time / 00 min 18  sec / 00 MHH 18 ceK Not more than 3 min. / He 6onee 3 MMH. 

PacnaaeMOCT 

5 Dissolution / PacrBopee Unit-1/ Ta6-1 10 0 %  Not less than 75 % (Q) of CsH,»NO,·CH,NO, 

Unit-2 /Ta6n1-2 100 % 
(ketorolac tromethamine) in 15 min. / He MeHee 
75 % (Q) CsHNO,·CH,NO, (KeTOpon1aKa Unit-3/ Ta61-3 100 % TpOMeTaMHH) epe3 15 MMH. 

Unit-4 / Ta6n1-4 107 % 

Unit-5/Ta6-5 103 % 

Unit-6/ Ta6n1-6 10 0 %  

lRemarks: The Product confirms to ND/ Conclusion : APPROVED / 
Ilpteaue: IlpOyKT COOTBeTCTByeT Tpe~OBaHIM HJ 3ax0eMe: OIOPEHO 

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

Ramakant IlpoBepeHo: IlpOBepeHo (AOK): OJ06peHo: O6ecneeHe KaeCTBa/OTBeTCTBeHHOe 

d.e 
Pardeep Kumar Amie Kumar_ JHLIO: 

<l ­ 

' IDate / I Date/ Date / Date/ 
g 8 - 1  : ]J, a -r a:  31.08.2025 :  )].aTa.: 31 .08 .2025 Iara: 31 .08.2025 Jlara: 

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, Emai l :  mail@drreddys.com 

CIN:  LS5195AP1984PLC004507 
www.drreddys.com 



s 

Dr.Reddy's ;° 
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, IND IA 

Te l  :  +91 98166 56001-02 

www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IpoyKT: Ker0po.a1 xenpecc (xeroponax) Ta6eTKH, cneprpyeMIe no0cT pTa, 10 Mr 
Market / PIHO • Russia / Pocc 
Batch No/  

:  VV250052 
Batch Quantity / 36,00,000 tab/ 

Cep No O6eM cep 36,00,000 Ta6 

Analytical Report No/  
:  890001830747 

Date of Analysis / 
31.08.2025 

AHaIHTHeeKMi oTeT N JIaTa aa13a 
Date of Manufacture/ 

: 07/2025 
Date of Expiry / 

06/2027 
JIaTa npO3BO[ICTBa Fopen 20 
Mfg. License No./ 

MA number:/ 
IIp03Bo€TBeHHa : MNB/05/263 

Howep PY 
: JIII-Ni(004669)-(PT-RU) 

JIHIIH3HI .N? 

Analysis performed according ND: / AHan13 1poBeIeH nO HI[: II-No(004669)-(PI-RU)-190224 
PIL version approved: / Hnerpyxu yTBepIea: 21.04.2025 

11 5 5 f ll / C  p  age 0 Tp. H3 
No 

Test / IIoKa3aren Results / Pe3yTaTI Specification / HopMa 
Nh 

6 Particle size distribution / Complies / CooTBeTCTByeT A uniform suspension passing through a 710  µm 
JICnepcHoer sieve is formed. I O6pa3yeTc OJ1HOpOIIHa 

CyCInIeH3H, I1p0XO,JILL1a CKBO3 CHTO C 
pa3MepOM OTBepCTH 710 MKM. 

7 Impurities / IIpMec 

I -hydroxy analog of Below LOQ (LO0Q = 0.0032%) / not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / Hwe npen1en1a KOJIMHeCTBCHHOTO 

I-rHIpOKCHaHa1OT OIpeeneHM (IIKO = 0.0032%) 

KeTOpoIaKa 

1-keto analog of ketorolac / 0.04 not more than 0.8 %; / He 6onee 0,8 %; 
l IUtu1uI uiIUpUtuld 

unidentified impurity / 0.02 not more than 0.5 %; / He 6o1ee 0,5 %; 
eJIHHHHHaH HeHIIeHTH]HLHpOBaHHal IIDHMeC 
total impurities / 0.1 % not more than 1 .0 % . /  He 6o1ee 1,0 %. cyMMa npMecef 

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

IIpMeane: HpOIIyKT COOTBeTCTByeT Tpe6OBaHMM HJI 3ax.moee: OIOPEHO 

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

d 
IlponepeHo: IlpoBepeHo (AOK): OJ06peHo: O6ecneee KaeCTBa/OTBeTCTBeHHOe Pardeep Kumar Amit Kumar \. " k .t 

" I Date I I Date/ Date I I Date/ I 

= 8 )  :,[(ara: 31.08.2025 :  1-{aTa: 31.08.2025 Jlara: 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, Emai l :  mail@drreddys.com 
CIN:  L85195AP1984PLC004507 

www.drreddys.com 



es 
Dr.Reddy's ';° 

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 
IIpoyKT: Ker0po1 cnpece (xeropoa) Ta61eTKH, uIneprpyeMIe B IO€TH pTa, 10 Mr 
Market / P O K  :  Russia / Pocc 

Batch No/  
:  VV250052 

Batch Quantity / 36,00,000 tab I 

Cepn Nb · ·  O6eM CepHH 36,00,000 ra6 

Analytical Report No I 
: 890001830747 

Date of Analysis/ 
31.08.2025 

AHaIHTHMecKii oTeT .N Iara anan13a 
Date of Manufacture / 

: 07/2025 
Date of Expiry / 

06/2027 
[Iara 1po3Bop1cTBa To[IeH 2I0 
Mfg. License No./  

MA number:/ 
II po3BopcrBeHHa : MNB/05/263 

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

JIueH3H Ng 

Analysis performed according ND: / Ama13 npoBeen no HJI: III-No(004669)-(PI-RU)-190224 
PIL version approved: / Merpyxuu yTBepIIeHa: 21.04.2025 

11 6 6 f ll / C  p  age 0 Tp. M3 
No 

Test / IloKa3aTen Results / Pe3yJITaTI Specification / HopMa 
No 

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

COIpaHe BO[II He 60nee 7,0 %. 

9 Residual solvents / OCTaTOHEIe OpTaHHHeCKMe DaCTBOpHTeJIH 

Isopropyl alcohol / 13 µg/tab / Not more than 350 µg/tab. I H3OnpOnaHon 13 MKT B Ta6neTKe He 6on1ee 350 MKT B Ta6neTKe. 

Remarks : The Product confirms to ND/ I Conclusion : APPROVED I 
IIpMeae: IlpOIyKT COOTBeTCTByeT Tpe6OBaHHAM HJ 3ax0eMe: OIOPEHO 

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

A 
IlpoBepeHo: IpoBepeno (AOK): Op06peHo: O6ecneeHe KaecTBa/OTBeTCTBeHHoe Pardeep Kumar Ami Kumar_A JHLIO: 

.4 / ,= 
-  

!Date I I Date I Date / Date / I 

1 8 - 1 » 15  :]];aw.: 31.08.2025 :  .lJ:arn: 31.08.2025 Jlara: 31.08.2025 JlaTa: 

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

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

CEPTMDHKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vi l l ,  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 
IIpopyKT: Ker0po. xcnpecc (eropon1ax) Ta6eTK, IcneprpyeMe no0cTH pTa, 10 Mr 
Market / PLIHOK : Russia / Pocc 

Batch No/  
:  VV250052 

Batch Quantity/ 36,00,000 tab/ 

Ceps No O6eM cepm 36,00,000 ra6 

Analytical Report No/  
:  890001830747 

Date of Analysis / 
31.08.2025 

AanMTHeeKii oTeT .No Iara anan3a 
Date of Manufacture / 

: 07/2025 
Date of Expiry/ 

06/2027 
JI[aTa 1pow3Bop€TBa FoJIeH 2I0 
Mfg. License No. / 

MA number:/ 
IIpo3Bop1cTBeHHa : MNB/05/263 

HoMep Py 
: III-N(004669)-(PI-RU) 

JI1IIeH3H .Ng 

Analysis performed according ND: / Aa3 npoBeIeH no HI: III-N2(004669)-(PI-RU)-190224 
PIL version approved: / MncrpyuMM yTepea: 21.04.2025 

11 7 7 f ll / C  p  age 0 Tp. H3 
No 

Test / Iloa3are.n Results / Pe3y1TaTI Specification / HopMa 
N? 

10 Microbiological purity/ M&po6onorweea crora 

Total Aerobic Microbial Less than 10 CFU/ g / not more than 10 CFU/g; / 
Count / O6LIee CJ1O 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 / O61Iee cno MeHee 10 KOE/r He 60nee 10 KOE/r; 
JIpOOKeBIX H ILICH€BIX 
rpH6OB 

Escherichia Coli Absent in 1 gram / shell be absent in 1 gram. / 
OTcyTcTByeT B I r  oTcyTCTBe B I r. 

11 Uniformity of dosage units / 5.3 Acceptance value (AV) not more than 15.0 
OJIHOpOIIHOCT IIoKa3aTe1 IIpMeMIeMOCTH (4V) IODKeH 6IT 

II03HpOBHHBIX CIIHHHI ue 6oee 15,0. 

Date / 
JlaTa: 31.08.2025 

Checked by (AQA) / 
IlpoBepeo (AOK): 

AmitKumar \ 

• 

Checked by/  

IlpoBepeo: 
Pardeep Kumar 

I Dale/ 
Iara: 31.08.2025 

Prepared by / IlonroToBnIeHO: 
Ramakant 

Remarks: The Product confirms to ND/ 

IIpeae: IlpOJIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 

Conclusion : APPROVED I 

3a1oeHe: OIOEPEHO 
�-------------------------� 

Approved by: Quality Assurance/ Authorized person / 

Ono6peo: O6ecneeHe KaeCTBa/OTBeTCTBeHHOe 
JIHLIO: 

I Date/ 
Iara: 31 .08.2025 

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

CIN: L85195AP1984PL€004507 
www.drreddys.com 
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Dr.Reddy's ;° 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Vi l l .  Khol, Nalagarh Road, Baddi, 

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02 

CEPTHKAT AHA.JI3A www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpo1yr: Ker0po.a" xenpecc (eToponaK) Ta61eTKH, uneprHpyeMIe B no.0cTH pTa, 10 Mr 
Market / PI1OK : Russia / Pocc 

Batch No/  
:  VV250052 

Batch Quantity/ 36,00,000 tab / 

Cep Nb . O6eM cepu 36,00,000 Ta6 

Analytical Report No/  
:  890001830747 

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

AHaHTMMeeKHi oTeT Ng Iara aan13a 
Date of Manufacture / 

: 07/2025 
Date of Expiry / 

06/2027 
Iara 1po3Bo2cTBa Foe1 210 
Mfg. License No. / 

MA number:/ 
IIpow3BopcrBea1 : MNB/05/263 

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

JIHIIeH3HI No 

Analysis performed according ND: / AHan3 mpoBeIeH no HJI: III-N2(004669)-(PI-RU)-190224 
PIL version approved: / MerpyKIH yTBepeHa: 21.04.2025 

11 8 8 fll / C P age 0 Tp. H3 
No 

Test / Iloa3are.n Results / Pe3yJITaTLL Specification / HopMa 
Ni 

12 Assay / KonecrseHoe 10 . 1  m g / 1 0 . 1  Mr From 9.0mg to 1 1. 0  mg of 
onpeen1eHe (101.4 %) CsHNO3·CH[NO, (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr I1O 1 1 , 0  MT 
CH»NO,·CH,NO, (KeTOpon1aKa 
TpOMeTaMHH) (0T 90,0 JI0 110,0 % OT 
3aBJIeHHOTO KOJIMHeCTBa) B Ta61eTKe. 

13 Butylhydroxyanisole 0.097lmg/tab I Not less than 0.042 mg/tab. / 
content I Copepawe 0.0971 Mr B Ta6eTKe He MeHee 0,042 Mr B Ta61eTKe. 
6yTHJITHJIpOKCHaHH3o.Ia 

Remarks : The Product confirms to ND/ 

IIpMeae: IpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 

Date I 

JlaTa: 31.08.2025 

Checked by (AQA) / lpoBepeo (AOK): Amit Kumar 
.-- 

Checked by/ IpoBepeHo: 
Pardeep Kumar 

I Date I Jlara: 31 .08.2025 

Prepared by / IlorOTOBIIeHO: 
Ramakant 

IDate / �am: 31.08 .2025 

Conclusion : APPROVED / 

3axmoeMe: OIOBPEHO 

J,,,, ' Approved by: Quality Assurance/ Authorized person / O06peo: O6ecneeHe KaeCTBa/OTBeTCTBeHHoe JIHLI0: 

Registered Office: 8-2-337, Road No. 3, Benjara Hii is, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  mai l@drreddys.com 

CIN: LS5195AP1984PLC004507 
www.drreddys.com 
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Dr.Reddy's ';° 
CERTIFICATE OF ANALYSIS 

CEPTMHKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 
Vil l .  Khol, Malagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: : 9 1 9 8 1 6 6  56001 02 

www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
I[po1yKT: Ker0po.a xcnpecc (xeropona) Ta6eTKH, cneprpyeMIe B no.ocTH pTa, 10 Mr 
Market / PIHOK : Russia / Pocc 

Batch No I 
: VV250052 

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

Cepn N O6eM Cep 36,00,000 ra6 I 

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

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

AHaTHeCKHi oTHeT No JIaTa aan13a 
Date of Manufacture/ 

: 07/2025 
Date of Expiry I 

06/2027 
JIaTa 1po113BOICTBa Foe /10 
Mfg. License No./  

MA number:/ 
I1po3BoIcTBeHHa : MNB/05/263 

HoMep PY 
· JIII-N2(004669)-(PI-RU) 

JIHIIeH3HI No 

Analysis performed according ND: / Aa.3 npoBeIeI no H/I: JIII-N2(004669)-(PF-RU)-190224 
PIL version approved: / HncrpyKuH yTBepIeHa: 21.04.2025 

11 10 10 f 11 / C P age 0 Tp. H3 
API name / HaMeoane AC: Ketorolac tromethamine / KeTOpOIaKa TpOMeTaMHH 

INN /MHH : Ketorolac / Keropon1ax 

API manufacturer batch number/ 
ABSH001207, ABSH001208, ABSH00l 1 0 8  

HoMep cep npo3Borre. AC: 
FP Manufacturer API Batch number / 
HoMep Cep Cy6CTaL Ipo3BOITeI F E S A 0 0 1 6 8 ,  FESA00169, FESA00215 
TJI: 

API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India / 
IIpor3BoITeJI AC, crpaa: JI-p Pew'c la6oparopc JIrA., HHJH» 

Nnme, nddress, 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 
Ha1MeHOBaHe, aIpeC, JIIeH3H JI1 JI-p Pep1w'c Jla6opaTopc JIT., HHJ1In, I1po3BopcTBeHOe 
II po3op1cTBeHHaH noIaIKa / IIoua2Ka no1pa3pen1ee-6, BM1. Kxon1, Hanarapx PoyI1, BaJ, JICTpHKT 
KOHTpOIH KaeCTBa / III[Ka BIIIyCKa Conan, X.II., 173205, MAHA (1HLIeH3H H0Mep 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/ 
IIpeae: IIpOyKT COOTBeTCTByeT Tpe6OBaHMM HJI 

Conclusion : APPROVED I 

3ax/oeHe: O[IOPEHO 

Approved by: Quality Assurance/ Authorized person / 
Op106peno: O6ecneee KaeCTBa/OTBeTCTBeHHoe 

HLIO: 

Checked by (AQA)/ lpoBepeo (AOK): 

Amit Kumar 
..._/ 

r--- 

Date I JlaTa: 31.08.2025 

Checked by I 
lpoBepeHo: Pardeep Kumar 

I Date/ 
JlaTa: 31 .08.2025 

Prepared by / loTOTOBIeHO: 
Ramakant 

IDate / [Iara: 31 .08 .2025 
Registered Office: S-2-327, Road No. 3, Banjara Hi i 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 
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CERTIFICATE OF ANALYSIS 
CEPTHDMKAT 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 
IIpOyKT: Ker0po1 xcnpecc (xeropoa) Ta6.eTKH, IHcneprHpyeMIe no0cTH pTa, 10 Mr 
Market / PLIHoK : Russia / Pocc 

Batch No/  ' .  
:  VV250052 

Batch Quantity / 36,00,000 tab/ 

Cep No ­ O6eM CepHH 36,00,000 ra6 

Analytical Report No/  
:  890001830747 

Date of Analysis / 
31.08.2025 

AHaIHTMecKHi oTeT N )Iara aan13a 
Date of Manufacture / 

: 07/2025 
Date of Expiry / 

06/2027 
[Iara npo3Bo/I€TB2 To[1eH 210 
Mfg. License No. / 

MA number:/ 
IIpo3BOICTBeHHaH . MNB/05/263 

Howep PY 
: JII1-N2(004669)-(PF-RU) 

JIIIIeH3HI .Ng 

Analysis performed according ND: / Amaw npoBeeH no HI: JIII-N2(004669)-(PF-RU)-190224 
PIL version approved: / McTpyK1IH yTBepIeHa: 21.04.2025 

Page 11 of 1 1 / C r p .  11 H3 11 

3ax.IoeHHe 0 COOTBeTCTBH: «HaCTOIIM IOITBepKJIaIO, HTO IIpHBeJIeHHaI BIIIe HHpOpMaIIH IBJIeTCI 
JIOCTOBepHO H TOHHO. Ta CepH IpOIyKIIH IIpOH3BCJIeHa (BKIOHa yIIaKOBKy (MapKHpOBKy) H KOHTpOJI 
KaeCTBa) Ha BBIIIIeVKa3aHHO IIpOH3BOJICTBeHHO IIJIOIII@JIKe (IIJIOIIIaJIKaX) B IIOJIHOM COOTBeTCTBHM C 
Tpe6OBaHHHMM IHpaBI HaJUIOKaIIIe IIDOH3BOICTBeHHO IpaKTMK EBpa3HCKOTO KOHOMHHeCKOTO CO03a H 
Tpe6OBaHHIMH KOHTpOJLH KaeCTBa JIeKapCTBeHHIX CpeJICTB, a TaKKe B COOTBeTCTBHH CO CIICIIM]HKaIIHHMH, 
COJICpKaIIHMHCH B DeTHCTDaIIIOHHOM JIOCe CTpaHBI-HMIIOpTepa. '3aICH IO IIpOH3BOJICTBy, JIaKOBKe H aHaIH3y 
IIpOBepeHBI, H yCTaHOBIeHO MX COOTBeTCTBHe TDe6OBaHHM IHpaBHJI HaJUIOKaIIIe IIpOH3BOJICTBeHHO IIpaKTHKH 

EBpa3MCKOTO 3KOHOMMHeCKOTO CO03a». 

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

I IIpMeane: IIpOIyKT C0OTBeTCTByeT Tpe6OBaHHM HI 3aKm0eHHe: OJIOPEHO Prepared by / IIoJTOTOBIeHO: Checked by/ Checked by (AQA)/ Approved by: Quality Assurance/ Authorized person I Ramakant 
@ 

lpoBepeo: IIpoBepeo (AOK): OIo6peo: O6ecneeHe KaecTBa/OTBeTCTBeHHoe Pardeep Kumar 
r. 

JIHII0: 
-4 • 9r f I., 

!Date/ I  Date/ I  Date/ Date/ I 

g1288 :.n:ara: 31.08.2025 : )lam: 31.08.2025 Jara: 31.08.2025 Iara: 
Registered Office: 8-2-337, Road No. 3, Benjara Hii ls, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email :  mail@drreddys.com 
CIN: L8519SAP1984PLC004507 

www.drreddys.com 


