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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Skenpecce (ketoposiak) TabeTku, AMCreprupyeMble B MoNocTH pra, 10 mr

Batch No / : V2401095 Batch Quantity / : 3600000 tab /
CepHa Ne O6Bem cepun 3600000 Tab
Analytical Report No / : 040002569147 Date of Analysis / : 29.06.2024
ApajiuTuyeckuii oruet Ne JlaTa anajam3a

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jdara npounssoxcTBa Tonen oo

Analysis performed according ND / Ananu3z nposeaen no H/I:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1 of 8 /Crp. 1 38

VY®-cnexrpodoToMeTpus

;0 Test / Tlokazarens Results / Pe3ynbTaThl 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. / Kpyraele, mnockue | Kpyrisle, mockue tabnetku ¢ dackoit,
TabNeTku ¢ (ackoif, CBETNO- | CBETJIO-XKEJNTOro LBETa C MPaBUPOBKOM
JKEJITOFO IBeTa C IPaBHPOBKOI | «l» Ha oxHOMN cTOpOHe.
«» Ha OJIHOYU CTOpOHe.
2 Identification / [ToxnmuHHOCTH
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
MOTJIOIEHHU HCIBITYEMOTO PacTBOpa U
pactBopa  craHmapTHoro  obpasia
KeTOpoJiaka TpPOMETaMHHa  JOJDKHBI
UMETh MaKCUMYMEI NIPH OAHOMN U TOM ke
JUTHHE BOJIHHI (£ 2 HM).

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Remarks: The Product conforms to ND/
Ipumeuanne: [Ipogykt coorBeTcTBYET Tpeboranusm HJI

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeseHo: SantosL]}) IIporepeno: Pawan Kumar Ono6peno: Menemxkep / Pykosoaurens
Kumar Maurya 4 Manoj Kumar '

Reprint Date / Reprint Date / | Reprint Date /

Hara: 29.06.2024 Hara: 29.06.2024 Jlata: 29.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com
CIN: LS5195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoeaykr: Ketopon® Dkenpece (ketoponak) TablieTKH, AUCIIepripyeMble B MOJ0CTH pra, 10 Mr

Batch No/ : V2401095 Batch Quantity / : 3600000 tab/
Ceplsa Ne Oo6beM cepun 3600000 Tab
Analytical Report No / : 040002569147 Date of Analysis / : 29.06.2024
AnaJHTHYeCKHH oT4yeT No JlaTa anaiausa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jdara nponssoacrea T'onen po

Analysis performed according ND / Auanun3s nuposenen mo HJ[:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/ Crp. 2 m3 8

No

Test / [Toxkasarennb
Ne

Results / Pe3ynbratel

Specification / Hopma

b) By HPLC / BOXX

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). / BpeMs yaepKUBaHHA
OCHOBHOTO MHKa Ha XpoMaTorpamme
UCIIBITYEMOTO  PacTBOpa  JOJIKHO
COOTBETCTBOBATH BpeMEHH
yAepXKUBAHUA OCHOBHOTO IMKa Ha
XpoMarorpaMmme pacTBopa
CTaHIapTHOTO KeTOpoIiaKa
TpOMETaMHHa (pazmen
«KonuuecTBeHHOE onpeiesieHue»).

obpasua

Remarks: The Product conforms to ND/

[Ipameuanue: lIpoaykT cooTrBeTcTBYET TpeboBanuamM HJI

Conclusion: APPROVED /
Zakmouenne: OJJOBPEHO

Prepared hy /

IMTopnrorosneHo: Santos
Kumar Maurya i

Checked hy /
IIpoeepeno: Pawan Kumar

22—

Approved hy: Manager/Fyerntive /
Onobpeno: Menenmxep / Pykopopurens
Manoj Kumar /

Reprint Date /
Hara: 29.06.2024

Reprint Date / !
JHara: 29.06.2024

Reprint Date /
Jara: 29.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +81 40 1900 290G, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LS5195AP1984PLCC0O4507

vawv.drreddys.com




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

Se
Dr. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
CEPTUPUKAT AHAJM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dkenpece (keToposak) TabNneTKHU, IUCTIEPripyemble B MOIOCTH pTa, 10 Mr

Batch No / : V2401095 Batch Quantity / : 3600000 tab /
Cep s Ne O0nem cepuu 3600000 Tab
Analytical Report No / : 040002569147 Date of Analysis / 1 29.06.2024
AnaluTH4yecKHii oTyetr Ne Jlara ananuza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa npou3BoacTsa TI'ogen no

Analysis performed according ND / Ananns nposenen no H/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8 /Crp. 3 3 8

;0 Test / IloxazaTenn Results / Pe3ynbTats Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoannHHOCTL butylhydroxyanisole peaks on the
Oy TUITHIPOKCHAHH30JI 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). / Bpemena ynep)xuBaHus
nukoB  2-0yTHITMApOKCHaHW30Ma M
3-6yTUNrUAPOKCHAHN30JIa Ha
XpoMaTorpamme HCIILITYEMOT0
pacTBopa JODKHBI COOTBETCTBOBATh
BpeMeHaM  YAep)KHUBaHUA NHKOB
2-6yTUNTHAPOKCHAHU301a H
3-6yTUIrHAPOKCHaHH30Ia Ha
XpoMarorpamme pacTBOpa
CTaHIapTHOTO obpasna
GyTHITHAPOKCHAHU301A (pa3men
«Cognepxanue
OYTHITHAPOKCHAHU30AY).
4 Average weight / Cpennsin 69.9 mg / 69.9 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot 67,2 Mr no 72,8 mr (70,0 Mmr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: IlpoaykT cooTBeTcTByeT TpebGoBanuaM HJI 3akmouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Sanio% Iposepeno: Pawan Kumar OpobpeHo: Menemxep / Pykoeogutens
Kumar Maurya .42} E ol Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.06.2024 Hara: 29.06.2024 Hara: 29.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +31 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LS5195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Oxcnpecc (keToponak) TabneTkH, AUCIEPTHPY€EMbIE B MOJNIOCTH pTa, 10 Mr

Batch No / : V2401095 Batch Quantity / : 3600000 tab /
Cepns Ne O0nem cepun 3600000 Tab
Analytical Report No / : 040002569147 Date of Analysis / 1 29.06.2024
AnaJuTHyeckHii oTyer Ne Jarta anannza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jdara npon3BoacTsa T'open no

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

Page 4 of 8§/ Crp. 4 u3z 8

ﬁ)o Test / IlokazaTesb Results / Pe3ynprathl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than £ 10 %
OOHOpPOAHOCTHL Macehl 2/20 tablets - not more than + 20 % /

18/20 Tabnetok — He Oonee =10 %
2/20 tabnetok — He 6osee = 20 %

5 Disintegration time / 00 min 16 sec / 00 Mun 16 cek Not more than 3 min / He 6onee 3 Mux
Pacnapgaemoctnb

6 Dissolution / PacTBopenue Unit-1/ Ta6a-1 102% Not less than 75% (Q) of

. Ci5sH13NO3+C4H [ INO3 (ketorolac
Unit-2 / Tabx1-2 98% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 98% 5% (Q)  CisHisNO3*CsH11NO;

i . (xeToponaka  TpPOMETaMHMH)  4epe3
Unit-4 / Tabn-4 99% 15 MMH
Unit-5 / Tabx-5 99%

Unit-6 / Tabn-6 105%

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

JlncnepcHoCTh 710 pm sieve is formed. / Obpa3syercs
OMHOPOJHAS CYCNEH3Hs, MPOXOIIas
CKBO3b CHTO C pa3MepoOM OTBEpPCTHIA
710 MKM.

Remarks: The Product conforms

[Tpumeuanue: IIpoaykT cooTBeTcTBYeET TpeboBanuam H/L

to ND/

Conclusion: APPROVED /
3aknwuenune: QJJOBPEHO

Prepared hy / Checked hy / Appraved hy: Manager/Fxecutive /
[ToxrorosneHo: Santosh/ Ipoeepeno: Pawan Kumar Ono6peHo: Menemkep / Pykosonurens
Kumar Maurya ¥ B _’2, Manoj Kumar ( '

Reprint Date / Reprint Date/ ' Reprint Date /

Jara: 29.06.2024 JHara: 29.06.2024 Hara: 29.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUDOHUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpeaykr: Keropon® Dkcrnpece (keToponak) TabaeTKH, AUCIEPripyemble B MOJ0CTH pTa, 10 Mr

Batch No / : V2401095 Batch Quantity / : 3600000 tab /
CepHs Ne O0bem cepan 3600000 Tab
Analytical Report No / : 040002569147 Date of Analysis / : 29.06.2024
AHaIMTHYECKHH oTdeT N2 Jara ananmnsza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jdara npousBoacrea T'open Ao

Analysis performed according ND / Ananns nposenen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

PageSof 8/ Crp. Suz 8

8 Related impurities / PoacTBeHHble IpUMecH

ketorolac 1-hydroxy analog /
1-runpokcuananor
KeTOopoJlaKa

ketorolac 1-keto analog/
1-keToaHalor KeTopojaka

Any unidentified impurity /
eIMHUYHas
HEUAEHTUGULMPOBaHHAS
npUMech

Below LOQ (LOQ = 0.0032 %) /
Huzke npenena KoJIU4ECTBEHHOTO
ompexneienus (ITKO = 0.0032 %)

Not more than 0.5 % / He 6onee 0,5 %

0.11%

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

0.01%

Not more than 0.5 % / He 6o1nee 0,5 %

Total impurities /
Cymma nipumeceit

0.1%

Not more than 1.0 % / He 6ounee 1,0 %

9 Water / Boaa

2.5%

Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4yHbIe OPraHM4YecKHUe PaCTBOPHTENH

Isopropyl alcohol /
Hsonponanon

12 pg/tab /
12 Mxr B TabJeTKe

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

Remarks: The Product conforms to ND/
ITpumeuanue: [Iponykt cooTBeTcTBYET TpeboBanusm HJJ

Conclusion: APPROVED /
3axaruyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotosneno: Santosha [Iporepeno: Pawan Kumar Ono6peHo: Menemkep / PykoBoanTens
Kumar Maurya @" )f Manoj Kumar \ ;,, E>
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.06.2024 Hara: 29.06.2024 JHara: 29.06.2024

Registered Cffice: 8-2-337, Read Mo. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 11900 2900, Fax: +81 40 4900 2999, Email: mail@drreddys.com

CIN: L851854AP1884PLLCO0AS0T
waww. drreddys.com




Dr.Reddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUPHUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkcnpece (keToposak) TabieTku, AUCTIeprupyemsie B mojiocTy pTa, 10 Mr

Batch No / : V2401095 Batch Quantity / : 3600000 tab /
Cepas Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002569147 Date of Analysis / : 29.06.2024
AHaJHTHYECKHI oTyeT No Jara anannza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jata npousBoacrea Togen no

Analysis performed according ND / Anayuz npoeegen mo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ Crp. 6 n3 8

11 Microbial enumeration tests / Mukpo6uosiornyeckasi yucrora*®
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1ree uucno He 6onee 1000 KOE/r
a3po6HBIX MHUKPO-
OpraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Of1iee He 6onee 100 KOE/r
YHCIIO NPOMOKEBBIX U
MJIECHEBBIX IPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyTtcTBHEB 1 T
12 | Uniformity of desage units / 5.6 Acceptance value (AV) not more than
OaHopoaHOCTB 15.0 / [IpuemouHoe 3Ha4yenue (AV) He
A03UPOBAHMA 6onee 15,0.
13 | Assay/KoauuecTBeHHOE 9.8 mg/9.8 mMr From 90mg to 11.0mg of
omnpenesieHue (97.8 %) Ci5H3NO3°CsH 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pile] 1 1,0 MI C15H13N03'C4H|1N03
(xetoponaka tpomeramuH) (oT 90,0 mo
110,0 % oT 3asABNIEHHOTO KOJNIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0922 mg/tab / Not less than 0.042 mg/tab /
content / Conep:xxanne 0.0922 Mr B TabneTke He menee 0,042 mr B TabneTke
OyTUIrHAPOKCUAHN30J1a

Remarks: The Product conforms to ND/

ITpumeuanue: Ilpoaykr cooreercrByer TpeboBanuam HI

Conclusion: APPROVED /
3axnwyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTorneHo: Santos?({ [Ipoeepeno: Pawan Kumar OnobpeHo: Menemxep / Pykosonurens
Kumar Maurya A E Manoj Kumar '

Reprint Date / Reprint Date / | Reprint Date /

Hata: 29.06.2024 Jata: 29.06.2024 Jara: 29.06.2024

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: 91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L8E195AP1984PLCR0OAE0T

www.drreddys.com



Dr.Reddy’s @%¢

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

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

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02

CEPTUOHUKAT AHAJIM3A e
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoeaykr: Keropon® Dxenpece (keToposiak) TabaeTky, AMCIeprupyemble B MOaocTH pra, 10 Mr
Batch No / : V2401095 Batch Quantity / : 3600000 tab /
Cep s Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002569147 Date of Analysis / : 29.06.2024
AHalHTHYECKHH oTUyeT Neo JlaTa aHaau3a
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jlara npousBoacTBa T'oaen a0
Analysis performed according ND / Ananu3s nposeaen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 70f 8/ Crp. 7n3 8

15 Package / YnakoBka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information Icaflct in a carton
pack. / Tlo 10 Tabnerox B
6mucrepe w3 (ITA/AJVIID ¢
BiaronornotutenemM/TI2BIT)
tdonsru // (II3/AJT) donsru. Ilo
2 bnucrepa ¢ MHCTPYKLHMEH 1O
NPUMEHEHHUIO B nayKy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1
or 2 blisters with patient information
leaflet in a carton pack. / Ilo 10
tabncrok B 6auctepe u3 ([TA/AJVIID ¢
snaronorjotureaem/I[13BIT) doneru //
(IT3/AJ1) doneru. [o 1 vnm 2 6naucTepa
C UHCTPYKUHMEH [0 NPHUMEHEHUIO B
Na4Ky KapTOHHYIO.

16 | Labeling / MapxupoBka

According to ND / B cootBetctBuu ¢ HJJ

17 Storage conditions /
XpaHeHue

Below 25 °C. / Ilpu Temneparype He Boime 25 °C.

18 Shelf life / Cpok rognoctH

2 years /2 ropa

* 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.
* TIpu BbIMycKe JIEKAPCTBEHHOTO MpenapaTa KOHTPOJIb KayecTBa Mo nokasarteio « MukpobHooruyeckas
YHCTOTAY» MPOBOAUTCS A Kaxnoii 20-oii cepun, UM A/s1 ONHOI cepHH B roj, B 3aBUCHMOCTH OT TOr0, 4YTO

HACTYIIMT paHbIIe.

Remarks: The Product conforms to ND/
ITpumeyanue: IlpoaykT coorBeTcTBYET Tpedoanusam HJJ

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Jlara: 29.06.2024

Prepared by / Checked by / Approved by: Manager/Executive /
TloarorosneHo: Santosh IIpoepeno: Pawan Kumar Onobpeno: Menemxkep / Pykoroputens
Kumar Maurya ﬁé ' Manoj Kumar w
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.06.2024

Jara: 29.06.2024

Registercd Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +21 10 4500 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com
CIN: LS85155AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel 1 491 98166 56001-02

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Ketopon" Dkenpece (ketoponak) Tabnetku, AHCIEPrHPYyEMBIE B IOJIOCTH pra, 10 mr

Batch No/ : V2401095 Batch Quantity / : 3600000 tab /
Cephs Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002569147 Date of Analysis / 1 29.06.2024
AHaJluTHYecKHii oTyeT Ne JaTa ananusa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jara nponsBoacrsea T'onen go

Analysis performed according ND / Ananns nposenen mo HJI:
JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page8of 8/ Crp. 813 8

APIname / Haumenopanue A®C:

Ketorolac tromethamine / Ketoponaka
TPOMETaMUH

ININ/ MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Ilomep cepuu npouspoaurens ADC:

ABRH002637, ABRH002812

FP Manufacturer API Batch number /
Homep cepuu cyocTanuuu npoussoautens LJID:

FERA00193, FERA00194

API Manufactured by & country /
ITpoussoaurens ADC, crpaHa:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c Jlabopatopuc Jita., Uuaus

Remarks: The Product conforms to ND/
IIpumMeuanne: IIpoaykT cooTBeTcTBYeT TpebGoBanuam HJJ

Conclusion: APPROVED /
3akawuenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Santosh IIposepeHo: Paw:}n Kumar Ono6peno: Menemxkep / Pykosonyrens
Kumar Maurya 4 4{_ ) Manoj Kumar \ 1!! ,[p
Reprint Date / Reprint Date / ' Reprint Date /

Hara: 29.06.2024 Hara: 29.06.2024 Hara: 29.06.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4600 2903, Fax: +91 40 4900 2988, Email: mail@drreddys.com
CIN: LS5195/4P1984PLCCO4507

wwvrdrreddys.com




