Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories ttd
Formulation Unit-5

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tal : 491 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykr: Keropon® Dkcnpecc (keToponak) TabaeTkH, AUCTIEPrUpYEMBIE B MONOCTH pTa, 10 Mr

Batch No / : V2400685 Batch Quantity / : 3600000 tab /
|Cepusi Ne O0bem cepun 3600000 Tab6
Analytical Report No / : 040002523539 Date of Analysis / : 18.05.2024
Ananutudeckuii orger Ne JaTta anamn3za

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa mpoM3BOJICTBA 1 ogen no

Analysis performed according ND / Ananu3 nposeaen mo HJ/I:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1of 8/ Crp. 1 m3 8

Y®-cnextpodoromeTpus

N . .
Noo Test / ITokasaTeb Results / Pe3ynbratsl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyrnbie, mnockue | Kpyriele, miockue tabnerku ¢ ¢ackoii,
TabneTkn ¢ (ackoif, CBETIO- | CBETJIO-XEJTOTO LBETa C IPaBUPOBKOMH
KENTOr0 IBeTa C TPABUPOBKOH | «I» Ha OMHOH CTOPOHE.
«» Ha OHOH CTOpOHE.
2 Identification / [TommHHOCTE
Ketorolac / Kemoponax
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac tromethamine standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-criekTpsl
HOMIOLIEHHS HCIBITYEMOrO PacTBOpa U
pacTBopa  CTaHAApTHOrO obpa3sia
KeTopoNiaka TpOMEeTaMHHa  JOJKHBI
HMETh MaKCHMYMBI IIPH OJHOH U TOM e
IUTHHE BOJIHEI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanwue: Ipoaykt cooTBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3axawuenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[oaroroeneno: Rama Kan IMposepeno: Pardeep Kumar | Ono6peHo: Menemxep / PyxoBoajrens
%}LJC‘J & . Manoj Kumar Q’Q;ﬂpﬁ

Reprint Datc / ! Reprint Datce / Roprint Dato /

Jara: 18.05.2024 Hara: 18.05.2024 Hara: 18.05.2024

Registered Office: 8-2-337, Road No. 2, Banjaia Hills, Hyderabad - 500034 Telangana, India
Tel: +91 40 4800 2800, Fax: +81 40 1965 2599, Email: mail@dr: 2ddya.com

CIN. LS5195AP1984PLCO04Z07
wyvnwvdrieddys.con



Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.
Formulaticn Unit-5

Vill. Khol, Nalagarh Road, Badldj,
Distt. Solan, H.P., 173 205, INDIA
Tol : +91 98166 56001-02

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITponyxr: Keropon® Oxenpecc (keToponak) TabNneTky, AMCHIEPrUpyeMble B MOIOCTH pTa, 10 Mr

Batch No / : V2400685 Batch Quantity / : 3600000 tab/
Cepust Ne O6bem cepun 3600000 Tab6
Analytical Report No / : 040002523539 Date of Analysis / : 18.05.2024
AHANHTHYECKHH oTYeT No Jlara anaansa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npoH3BOACTRBA T open no

Analysis performed according ND / Ananu3 npoBeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2of 8§/ Crp. 2 u3 8

No

Test / [loka3aTenn
No

Results / Pesynprats

Specification / Hopma

b) By HPLC/ BDXKX

Complies / CooTBeTCTBYET

The retention time of the main peak on
the chromatogram of test solution

should comrespond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpemsa yIepXHBaHuA
OCHOBHOTO MHKa Ha XpOMaTOrpaMMe
HCOBITYEMOTO ~ pacTBopa  AOJDKHO
COOTBETCTBOBATH BpPEMEHH
yIOCPXKUBaHHS OCHOBHOTO MMKa Ha
XpOMaTorpamme pacTBopa
CTaHOapTHOro obpasla KEeTopoJiaka
TpOMETaMHHA (paznen

«KonuuecTBeHHOE ONpeEaCICHNUE ») :

Remarks: The Product conforms to ND/

IMpumeuanue: [Ipogykt cootBeTcTBYET Tpeboanuam HJL

Conclusion: APPROVED /
3akawuenue: OJOBPEHO

Prepared by /
IMoarororneno: Rama Kant

Checked by /
IMpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykopoayreisb
Manoj Kumar (M
i

Reprint Nate /
Jlata: 18.05.2024

Reprint Date /
Jata: 18.05.2024

Reprint Date /
Jarta: 18.05.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000234, Tzlangana, india
+91 40 4800 2900, Fax: +91 410 4860 2599, Email: mail@drradays.com

Tel.

CIN, LES195AP1954PLCO04Z07
wev drieddys com



Dr.Reddy’s ‘;'.

CERTIFICATE OF ANALYSIS

Dy Reddy's Laboratciies
Formutation Unit-6

Vill ihol, Nalazarh Road, Bacidj,
Distt. Solen, H.P, 172 205, N DA
198155 56001-02

Lid,

Tal:

]

CEPTUOUKAT AHAJIM3A

wwwdireddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Dkenpece (keToposak) TabneTku, AUCneprupyeMble B nojiocTy pra, 10 mr

Batch No / : V2400685 Batch Quantity / : 3600000 tab /
Cepus No O0nem cepun 3600000 Tab
Analytical Report No / : 040002523539 Date of Analysis / : 18.05.2024
AnanuTHyeckHnii oryer Ne Jara anaanza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npon3soacrsa I'onen no

Analysis performed according ND / Ananns nposeaen nmo HJ:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8/ Crp.3u3 8

}:bo Test / [lokasaTennb Results / Pe3ynbraTsl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IloaIMHHOCTD butylhydroxyanisole peaks on the
Oy THJITHAPOKCHAHH30JI 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). / BpeMmeBa ym#ep:XUBaHHUA
NMHKOB  2-OyTHITHIPOKCHAHU30NA U
3-GyTWITHAPOKCHAHU30Ia Ha
XpoMaTtorpamme UCTIBITYEMOTO
pactBopa JOMKHBI COOTBETCTBOBAThH
BpeMeHaM yIep)KHUBaHUS TTUKOB
2-6yTUNTMAPOKCHAHH301a "
3-0yTUNrHAPOKCHAHH30J1A Ha
XpOMaTorpaMme pacteopa
CTaHAAPTHOTO obpa3siia
OyTUITHAPOKCHAHU30J1a (pa3nen
«CognepxaHne
OYTHITHAPOKCUAHU30/1a»).
4 Average weight / Cpennsis 69.2 mg/69.2 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca O167,2 Mr 1o 72,8 mr (70,0 Mr+ 4,0 %).
|

Remarks: The Product conforms to ND/

IMpumeuvanue: [TpoaykT cooTBeTcTBYeT Tpeboranusam HJL

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /

IloarortoBmnexo: Iw ‘i’

Checked by /
IIporepeno: Pardeep Kumar

ol

Approved by: Manager/Executive /

OnobpeHo: MeHemkep / PykoBoggiTesib
Manoj Kumar / @&:ﬂ«

Poprint Dato /
Hara: 18.05.2024

Reprint Date /
Jara: 18.05.2024

R.eprint Date /
Jara: 18.05.2024

Reg isterad Office
Tel, +

:§-2-337, )

Road iNo
 AG00 2500, ia

Chd: LS

Baninig Hills, H

v direddys.com

vderabad - S

Telangana, india




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDJA
Tel 1 491 98165 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkenpece (keTopoiak) TabneTkH, AUCIIEPTHPYEMBIE B IOJIOCTH pTa, 10 Mr

Batch No / : V2400685 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepun 3600000 Tab
Analytical Report No / : 040002523539 Date of Analysis / : 18.05.2024
AHaInTHYecKHid oTdeT Ne JlaTa aHann3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npon3BoacTsea I'oxen no

Analysis performed according ND / Ananu3 nposeaen mo HJ/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4of 8/ Crp. 4 n3 8

;0 Test / [loka3zaTesnb Results / Pe3ynsTathl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OIHOPOAHOCTE MacCChl 2/20 tablets - not more than + 20 % /

18/20 Tabinerok — He OGonee =10 %
2/20 Tabnerox — He 6onee £ 20 %

5 Disintegration time / 00 min 21 sec / 00 muH 21 cek Not more than 3 min / He 6onee 3 Mux
PacnagaemocThb

6 Dissolution / PacTBopeHue Unit-1/ Ta6ma-1 98% Not less than 75% (Q) of

. Ci15Hi3NO3*C4H [ 1NO; (ketorolac
- ")
Unit-2 / Ta61-2 99% tromethamine) in 15 min / He Menee
Unit-3 / Ta61-3 99% 75% (Q  CisHisNO3*C4HiiNOs
) . (xeToponaka  TpOMETaMMH)  4Yepe3
Unit-4 / Tabn-4 99% 15 MuHu
Unit-5 / Tabn-5 99%
Unit-6 / Tabn-6 98%

7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a

JducnepcHocTh 710 pm sieve is formed. / O6pasyercs
OMHOPOAHAs CYCNeH3MsA, NpPOXonsiuas
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MKM.

Remarks: The Product conforms to ND/

IMpumeyanue: Ipoaykt cooTBetrcTBYeT TpeboBaHusM H/I

Conclusion: APPROVED /
3axmouenne: OJOGPEHO

Prepared by /
IMToarororneHo: Rama Kant

(NS

Checked by /
IMpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykoponugens
Manoj Kumar - E-

i

Reprint Date / \
Jara: 18.05.2024

Reprint Date /
Hara: 18.05.2024

Reprint Date /
Jara: 18.05.2024

Registered Office: 8-2-337, Road No. 3, Eaniaia Rilis, Hyderabad - 506034, Telangang, Inaia
Tel, +G1 20 4800 2800, Fax: <1 40 4500 2622, Email: iail@drredadys.com
CIN: L35185AP1384PLE004507

www.drieddys.con




Dr. Reddy's Laboratories Lid
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 172 205, INDIA
Tel : 491 98165 56001-02
www.drreddys.com

Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dxcnpecc (keToponak) TabIeTKH, AUCIEprupyeMble B TIONOCTH pTa, 10 Mr

Batch No / : V2400685 Batch Quantity / : 3600000 tab /
Cepus Ne O0neM cepun 3600000 Tab
Analytical Report No / : 040002523539 Date of Analysis / : 18.05.2024
AHaIHTHYECKHH oTueT No JlaTa anaau3za

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jarta NpoH3BoOACTBA L'onen 1o

Analysis performed according ND / Anann3 nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page50f8/Crp.Su3 8

8 Related impurities / PoacTBeHHbIe MpHMecH

ketorolac 1-hydroxy analog /
1-runpokcuanaior
KeTopoJiaka

Below LOQ (LOQ = 0.0032 %) /
Hmxe npesena KOTUIECTBEHHOTO
onpezenerans (ITKO = 0.0032 %)

Not more than 0.5 % / He 601ee 0,5 %

ketorolac 1-keto analog/

Not more than 0.8 % / He 6onee 0,8 %

1-keToaHanor keToposaka 0.08 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€AUHHYHas
HeuAeHTUUIMpOBaHHAas 0.02 %
npuMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma mpumecei
9 Water / Bona 2.7% Not more than 7.0% w/w /

He 6onee 7,0 %

10 Residual solvents by GC/ OcTtaTouHble OpraHH4ecKne pacTBOPUTEH

Isopropyl alcohol /
H3omponaHon

11 pg/tab /
11 MKr B Tabnetke

Not more than 350 pg/tab /
He 6osee 350 MKr B TabneTke

Remarks: The Product conforms to ND/
Ipumeuanue: IIpoaykT coorBercTByer Tpeboanuam HJI

Conclusion: APPROVED /
Saxkawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Rama Kant IMposepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykosoauTein
a‘ Manoj Kumar Wlﬂ
= - =
Reprint Date / i Reprint Date / Reprint Date /

Jara: 18.05.2024

JlaTa: 18.05.2024

Hara: 18.05.2024

Registered Oifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telanzanag, India
Tel +91 40 1800 2500, Fax: +01 40 4360 2898, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0LS0T

wawvdrreddys.com



Dr.Reddy’s €¢

Dr. Reddy's Laboratciies Lid
Formulaticn Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Distt, Solan, H.P, 173 205, INiDIA
Tel : +91 98166 56001-02
wwiw.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Skerpecc (keToposak) TablIeTky, AMcrieprupyemble B noaocTu pra, 10 mr

Batch No / 1 V2400685 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepun 3600000 Tab
Analytical Report No / : 040002523539 Date of Analysis / : 18.05.2024
AHAJTATHYECKHH oTueT No JlaTa ananuza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTra npou3BoACTBa I'open no

Analysis performed according ND / Anann3 nposeaen nmo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ CTp. 6 u3 8

11 Microbial enumeration tests / Mukpo6uoJsiornieckas Yyucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuiee uncno He 6onee 1000 KOE/r
a’po6HBIX MHKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6mee He 6onee 100 KOE/r
YHUCIIO0 APOMOKEBBIX U
IIECHEBBIX TPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcytrctBue B 1 T
12 Uniformity of dosage units / 33 Acceptance value (AV) not more than
OaHOpoAHOCTDL 15.0 / IlpuemoyHoe 3HaueHHe (AV) He
J03UPOBAHUA 6onee 15,0.
13 Assay / KoinuecTBeHHOE 9.9 mg/9.9 mMr From 90mg to 11.0mg of
onpejesieHHe (98.8 %) CisHisNO3+C4H INO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
o 11,0 Mr Ci1sH13sNO3*C4H | INO;
(xeroponaka tpomeramus) (ot 90,0 o
110,0 % oT 3a1BNIEHHOTO KOJUYECTBA) B
TabyeTke
14 | Butylhydroxyanisole 0.0885 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0885 mr B TabneTke He menee 0,042 Mr B TabneTke
OyTHJArHAPOKCHAHU301A

Remarks: The Product conforms to ND/
ITpumeuanue: [IponykT cooTeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Rama Kant IMposepeno: Pardeep Kumar | Opo6peno: Menemxkep / Pykosoaurenn
Manoj Kumar : Lﬂ
WY~ q,_r// ‘.“MQ‘:"LL
Reprint Date / Reprint Date / Reprint Date /

Jlarta: 18.05.2024

Jlarta: 18.05.2024

Jlata: 18.05.2024

Registerad Ofiice: 8-2-337, Road No. 3, Baniara Hills, Hyderabnd - 500024, Telangana, india
Tel, +81 50 4800 2900, Fax: +81 46 4365 2299, Email: mail@driaddys.com
CIN: L852185AP1984PLCO04S0T

wyawdrreddys.com



Dr. Reddy's Laboratories Ltd.,
Formulaticn Unit-6

@
DI’. ReddY’S ‘..... Vill. Khol, Nalagarh Road, Bacdidi,

Distt. Solan, H.P., 173 205, INDIA
Tel: +91 981606 56001-02
wyvweditedadvs.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropon® Dkcnpecc (keTopostak) TabaeTkH, AUCTIEPrUpyeMBble B T10JI0CTH pTa, 10 Mr

Batch No / : V2400685 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 Tab
Analytical Report No / : 040002523539 Date of Analysis / : 18.05.2024
AHaJuTHYEeCKHH oTueT N2 JaTta ananusa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npoM3BoacTBa I'ogen mo

Analysis performed according ND / Anann3s nposeaen nmo H/JI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 7 of 8/ Ctp. 7u3 8
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin ablister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | TaGnerok B Gmuctepe u3 (IIA/AJI/TID ¢
pack. / Ilo 10 Tabnetox B | Brnaronornoturenem/I13BII) ¢onbrn //
6nucrepe w3 ([MA/AJ/IID ¢ | (TI3/AJ]) donera. o 1 unu 2 6aucTepa
pnaronornorurenem/I12BII) C MHCTPYKUHEH @O0 NPUMEHEHHIO B
¢onwru // (II3/AJI) doneru. Ilo | nadky KapTOHHYIO.
2 6nuctepa ¢ UHCTPYKLMEH IO

NPUMEHEHHIO B Ha4yKky
KapTOHHYIO.

16 Labeling / MapkupoBKka According to ND / B coorsetcTBuu ¢ HJI

17 | Storage conditions / Below 25 °C. / Tlpu Temnepatype He Bbiiue 25 °C.

XpaneHue

18 | Shelf life / Cpox rognoctu 2 years / 2 rona

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for
each 20th batch, or for one batch in a year whichever is earlier. .

* [Ipy BbINYCKe JIEKAPCTBEHHOT0 MpenapaTa KOHTPOJIb KayecTBa no nokasareto «ViukpoGuosoruieckas
YUCTOTA» MPOBOAMTCS AJIS Kaxkaoii 20-0ii cepun, WK 1/ OQHOMH CepuH B rojl, B 3aBUCUMOCTH OT TOr0, YTO
HACTYNHT paHbllIe.

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

[Tpumeuanue: IlpoaykT cooTBeTcTBYeT TpeboBanmsim HJI 3axmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[Toarorosneno: Rama Kant ITpoBepeno: Pardeep Kumar | Omobpeno: Menemxep / PyxosoanTenb
W J/ . Manoj Kumar }”XM

/ = = (A 2
Reprint Date / ! Reprint Date / Reprint Nate /
Jara: 18.05.2024 Jara: 18.05.2024 Jara: 18.05.2024

Registerad Ofiice: 8-2-327, Road Wo. 3, Baniara Hills, Hyderabad - 505024, Telangana, India
Tel. +91 401200 2900, Zae 01 40 4500 2602, Emeil: roall@drrodays.com
CIN, LG51954P1384PLC004207

www.drreddys.com




Dr.Reddy’s Q_’f‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

. o :
ocac, sipddi

> 205, TNDIA

R

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dkcnpecc (keToponak) TabNeTKH, IMCIEPrUPYEMbIE B TIOJIOCTH pTa, 10 Mr

Batch No / : V2400685 Batch Quantity / : 3600000 tab /
Cepua Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002523539 Date of Analysis / : 18.05.2024
AHaJluTHYecKHH oTyeT Ne Jarta ananusa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jdata npou3BoiacTBa I'onen oo

Analysis performed according ND / Ananus nposeaen no H/:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page8of 8§/ Crp. 8 u3 8

API name / HaumenoBanune A®C:

Ketorolac tromethamine / Keropomaka

Homep cepuu cydctanuuu npounssogures IJID:

TpPOMETaMMH
INN/ MHH: Ketorolac / Ketoposiak
API manufacturer batch number / ABRHO001415
Howmep cepun npoussoguteins ADPC:
FP Manufacturer API Batch number / FERA00144

API Manufactured by & country /
[Ipoussoantess ADC, eTpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pennw'c Jlaboparopuc Jita., Muaus

Remarks: The Product conforms to ND/
[Mpumeuanne: I[lpoaykT cooTBeTcTBYET TpeboBanuam HJ

Conclusion: APPROVED /
Zakmwuenne: OJJOBPEHO

Prepared by /
IToarorosneno: Rama Kant

-

Checked by /
[Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Omobpeno: Menemkep / Pykosoauresb

-

Manoj Kumar

Reprint Date / \

Hara: 18.05.2024

Reprint Date / ;
Hara: 18.05.2024

Reprint Date /
Jlara: 18.05.2024

3, Bania

2 Hilie, Hvderabad - 500034,

Telangane, India
mail: el @dimddys.cam

T



