Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98156 56001-02

CEPTUHOHKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Ketopon" Dkcnpece (keToposiak) TabNeTKH, AMcreprupyemple B ojtocty pra, 10 Mr

Batch No / : V2401468 Batch Quantity / : 3600000 tab /
Cepus Ne O0nem cepay 3600000 Tab
Analytical Report No / : 040002608641 Date of Analysis / : 30.07.2024
AHaJuTHYECKHii oTueT Ne JlaTa anaansa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npou3BoAcTBA T'open no

Analysis performed according ND / Anann3s nposeaen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1of8/Crp.1 u3 8

No

No Test / [ToxazaTennb Results / Pe3ynbratel Specification / Hopma
1 Description / Onucanune Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyrele, nnockue | Kpyrable, mnockue TabneTk ¢ Gackoi,
Tabnetkn ¢ (ackoil, CBeTNIO- | CBETJIO-XKEJNTOro LBeTa ¢ IPpaBUPOBKOMH
JKENTOro LBETa C IPaBUPOBKOIM | «I» HA OXHOMN CTOPOHE.
«l» Ha omHOM CTOpOHE.
2 Identification / [TomTUHHOCTE
Ketorolac / Kemoponax
ay ByUv/ Complies / CooTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
[OTJIOIEHMS] HCIILITYEMOTO PacTBopa H
pacTBOopa  cTaHOapTHOro  obpasua
KETOpOJIaKa TPOMETaMMHA  JOJKHBI
KMETh MAaKCUMYMBI [IPK OJTHOH U TOM Xke
JUTHHE BOJHBI (£ 2 HM).

Y®-cniexTpohoToMeETpUs

Conclusion: APPROVED /
Zakawuenne: OJOBPEHO

Remarks: The Product conforms to ND/
IMpumeuanne: [TpogykT cooTBeTcTBYET Tpebosanuam HJL

Prepared by / Checked by / Approved by: Manager/Executive /
ToarotosneHo: Pardeep IIposepeno: Pawan Kumar Onobpeno: Menemiep / PyjkopoanTensb
Kumar el 3% Pavan Kumar Sharma 4. ——
Reprint Date / Reprint Date / ' Reprint Date /

Jara: 30.07.2024 Jara: 30.07.2024 Hara: 30.07.2024

2 o 2 Danjara Hilis, Hyderabad - 500034, Telangana, India
Ty D1 000 249%, Ernail: maii@drreddys.com
% >1QR4PLENNA507




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories {td.
Formuiation Unit-6

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

CEPTUPUKAT AHAJIM3A

vwww.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon™ Dkenpecc (keToponak) TabneTk, AUCeprupyeMple B HONOCTH pra, 10 Mr

Batch No / : V2401468 Batch Quantity / : 3600000 tab /
Cepus Ne Ob6bem cepuu 3600000 Tab
Analytical Report No / : 040002608641 Date of Analysis / : 30.07.2024
ApanaTHyecKHii oTueT No JlaTa ananuza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
HJara mpoussojacTsa TI'ogen go

Analysis performed according ND / Anan3 nposeaen no HJ/L:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of § / Crp. 2 m3 8

No

o Test / [TokazaTeanb

Results / Pe3ynbraTsl

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). / Bpemsa  yuepXuBaHuA
OCHOBHOTO [MKa HA XpOMAaTorpaMMe
WCTOILITYEMOTO0  PacTBOpa  JOJDKHO
COOTBETCTBOBATh BpPEMEHH
yIOep>uBaHus OCHOBHOFO IHKa Ha
XpoMaTorpaMmme pacTBOpa
CTaHgapTHOro ofpasla KeTOpOJlaKa
TpOMeTaMHHa (paznmen

«KoHuecTBeHHOE ONIpedeNIeHUEY).

Remarks: The Product conforms to ND/
ITpumeuanue: IlpoaykT cooTseTcTBYeT TpeboBanuam H/J

Conclusion: APPROVED /
3axkmouenne: OJJOBPEHO

Jara: 30.07.2024

Jlara: 30.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: Pardeep . Iposepeno: Pawan Kumar Onobpeno: Menemkep / Pyrooaurennb
Kumar — (/ Pavan Kumar Sharma o=

= A =
Reprint Date / Reprint Date / Reprint Date /

Jata: 30.07.2024

2 3, Banjaig H

1494800

P
[eelon

ilic, Hyderabad - 500034, Telangana, India
98, Ernail: maii@drreddys.com
IPLCO04507
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Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

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

Vill Khol, Nalagarh Road, Baddl,
Distt. Solan, H.P.,, 173 205, INDIJA
Tel: +91 98156 56001-02

CEPTU®UKAT AHAJIU3A

veww.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Okcnpecc (keTopoliak) TaGeTKH, JUCTIEprUpyeMble B ONOCTH pra, 10 Mr

Batch No / : V2401468 Batch Quantity / : 3600000 tab /
Cepua Ne O0bem cepnn 3600000 Tab
Analytical Report No / : 040002608641 Date of Analysis / : 30.07.2024
AHaJuTHYeCKHii oT4yeT Ne JlaTa aHaIH3a

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa mpon3BocTBA I'onen no

Analysis performed according ND / Ananuz nposeaen mo HJL:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8/ Crp.3u3 8

No

N Test / [loka3zaTensb Results / Pe3yabTaThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IHopnuHHOCTH butylhydroxyanisole peaks on the
Oy TUJITHAPOKCHAHH3OJI 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). / DBpemeHa y#ep>XUBaHHs
NMMKOB  2-OyTHUNTHAPOKCHAHW3ONA ¢
3-0y THIrHAPOKCHAHU301a Ha
XpoMaTorpaMmme HCTIBITYEMOTO
pacTBopa JAOMKHBl COOTBETCTBOBATbH
BpeMeHaM yIepXKUBaHUA MUKOB
2-OyTWITHIPOKCHAHN301a U
3-6yTUNrUApPOKCHAHH30/1a Ha
XpoMaTorpamme pactBopa
CTaHAAPTHOIO obpasia
OyTUATHAPOKCHAHU30J1a (pa3nen
«ConepxaHue
OYTUITHAPOKCHAHU30JIa»).
4 Average weight / Cpennsis 69.4 mg / 69.4 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot 67,2 Mr mo 72,8 Mr (70,0 Mmr+ 4,0 %).

Remarks: The Product conforms to ND/
IMpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanuaM HJI

Conclusion: APPROVED /
Zaxiaruenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroroeneno: Pardeep IIposepeno: Pawan Kumar OnobpeHo: Menemxkep / Pykooauresis
Kumar i : ‘{ Pavan Kumar Sharma "l;_‘”‘_’:;'//’
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.07.2024 MHara: 30.07.2024 Hara: 30.07.2024

PLCGHAENT

2GOYS,C0m

fead e 3, Ganisra Hills, Hyderabad - 500034, Telangana, India
, Ernail: maii@drreddys.com




Dr.Reddy’s Qf-

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd),
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98156 56001-02

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

(]

|IIpoaykT: Ketopon

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkcnpecc (keToponak) TabieTKy, AUcieprupyemMeie B nonocTu pra, 10 mr

Batch No / : V2401468 Batch Quantity / : 3600000 tab /
Cepha Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 040002608641 Date of Analysis / : 30.07.2024
AHaJuTuueckuii oTuer No JlaTa aHaJHn3a

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jara npou3BoacTBa T'open no

Analysis performed according ND / Ananns nposeaen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page40f 8/ Crp. 4 u3 8

;Ibo Test / Iloka3zarennb Results / Pe3ynbTaTh! Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OAHOpOAHOCTH MacChl 2/20 tablets - not more than £+ 20 % /

18/20 Ttabnerok — He Oornee * 10 %
2/20 tabnetok — He Gonee + 20 %

5 Disintegration time / 00 min 18 sec / 00 muH 18 cek Not more than 3 min / He 6onee 3 Mux
Pacnagaemocthb

6 Dissolution / PacTBopenue Unit-1/ Tabn-1 99% Not less than 75% (Q) of

. CisH13NO3+C4H ;1 NO3 (ketorolac
= =} o,
Unit-2 / Tabn-2 98% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 97% 75%  (Q)  CisHisNO3*CsHiNO;
. . (keToponaka  TpPOMETaMMH)  uepe3
Unit-4 / Tabn-4 99% 15 mun
Unit-5 / Tabx-5 99%
Unit-6 / Tabn-6 99%

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

JucnepcHoOCTh 710 pm sieve is formed. / Obpazyercs
OHOpOAHAs CYCIIEH3HA, MPOXOAsIas
CKBO3b CHUTO C pa3MepoM OTBEPCTHH
710 MxMm.

Remarks: The Product conforms to ND/

ITpumeuanue: [IpoaykT cooTBeTCTBYET TpedboBanusM HJJ

Conclusion: APPROVED /
3axkmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoprorosneno: Pardeep | Ipoeepeno: Pawan Kumar Ono6peHo: Menemkep / Pykosoautesib
Kumar C’I o { Pavan Kumar Sharma ~T =

= [t Iy -
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.07.2024 Hara: 30.07.2024 Hara: 30.07.2024

(]

istaraa O

Hilis, Hyoerabad - 500034, Telangana, India
2004 Ernail: meii@drreddys.com
IPLCG0ABNT




Dr.Reddy’s Q’:"

CERTIFICATE OF ANALYSIS

Dr. Reddy's L.aboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Bisti. Solan, H.P,, 173 205, INDIA
Tel 491 98156 56001-02

CEPTUPHUKAT AHAJIU3A

www. drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon™ Dkcmpece (keToposiak) TabaeTku, ARCepripyemble B 0JI0CTH pra, 10 mr

Batch No/ : V2401468 Batch Quantity / : 3600000 tab/
Ceplsa Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002608641 Date of Analysis / : 30.07.2024
AHaJuTHYECKHH oTYeT Ne JlaTa ananuza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jara npon3BoAcTBA I'onen po

Analysis performed according ND / Anann3s nposegen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

PageSof 8/ Cip. Smu3 8

8 Related impurities / PoacTBeHHble npumecu

ketorolac 1-hydroxy analog /
1-rugpokcuanaior
KeToponaka

ketorolac 1-keto analog/
1-keToaHaNOr KeTopoJaka

Any unidentified impurity /
eIMHHYHAsA
HeuAeHTH(UIMpPOBaHHAas
npuUMech

Below LOQ (LOQ = 0.0032 %) /
Huke mipenesnia KoM4ecTBEHHOTo
onpenenenus (ITKO = 0.0032 %)

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

0.05%

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

0.01%

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

Total impurities /
Cymma npumeceii

0.1%

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

9 Water / Boaa

2.8%

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

10 | Residual solvents by GC/ OcTaTo4HbIC OpraHUYeCKHe PaCTBOPUTEJIH

Isopropyl alcohol /
H3onpomnaHo

7 ug/tab /
7 MKT B TaOJIETKE

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

Remarks: The Product conforms to ND/

ITpumeuanue: [TpoaykT coorBercTByeT TpeboraHusM HJ

Conclusion: APPROVED /
3akaroyenue: OJJOBPEHO

Prepared by /
TloaroToBneHo: Pardeep
Kumar

=L

Checked by /
IIposepeHo: Pawan Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / ?\/KOBOHI/ITGIIB

Pavan Kumar Sharma < d“;,”‘
L

Reprint Date /
Jara: 30.07.2024

4&)
Reprint Date /|
Jara: 30.07.2024

Reprint Date /
Jlara: 30.07.2024

e 3, Banjara Hills, Hyderabad - 500034, Telangana, India
102900 2¢24, Ernail: maii@drreddys.com
IPLC00A507

covreddys.com




Dr.Reddy’s Qi"

CERTIFICATE OF ANALYSIS

Dr. Reddy's l.aboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98156 56001-02

CEPTUO®UKAT AHAJIU3A

vaww, drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Ketopon™ Dxenpecc (keroponak) TabieTkH, ANCIEPTHPYEMBIE B MOJIOCTH PTd, 10 mr

Batch No / : V2401468 Batch Quantity / : 3600000 tab /
Cepns Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002608641 Date of Analysis / : 30.07.2024
AHAJMUTHYECKHI oT4eT No JlaTta anaanza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npoH3BOACTBA T'open no

Analysis performed according ND / Ananu3 nposegen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8 /Crp. 6 u3 8

11 Microbial enumeration tests / MukpoOuosoruueckasi 4ucTora™
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61uee uucio He 6omnee 1000 KOE/r
a3p0OHbIX MHKPO-
OpraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obwiee He 6onee 100 KOE/r
YUCTIO IPOKIKEBBIX H
IUIECHEeBBIX IPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBue B 1 1
12 Uniformity of dosage units / 3.7 Acceptance value (AV) not more than
OaHOpPOAHOCTDb 15.0 / TlpuemouHoe 3HaueHue (AV) He
d03UPOBAHUSA 6onee 15,0.
13 Assay / KonnuecTBeHHOe 9.9 mg/9.9 mr From 90mg to 11.0mg of
omnpeaesieHie (99.4 %) Ci1sH3NO3C4H|1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
oo 1 1,0 Mr C15H|3NO3°C4H1 [NO3
(keroponaka Tpomeramun) (ot 90,0 no
110,0 % OT 3asBIEHHOr0 KOJIM4YECTBA) B
TabeTke
14 | Butylhydroxyanisole 0.0986 mg/tab / Not less than 0.042 mg/tab /
content / Cogepxanue 0.0986 mr B TabneTke He menee 0,042 mr B TaOneTKe
Oy THIFHAPOKCHAHU30/13

Remarks: The Product conforms to ND/

IMpumeuanue: [Ipogykt cooTBeTcTBYET TpebosanuaM HJI

Conclusion: APPROVED /
Bakawouenune: OJJOBPEHO

Prepared by /
IMogrorosaeno: Pardeep

Checked by /
IIposepeno: Pawan Kumar

prd

Approved by: Manager/Executive /

Pavan Kumar Sharma or———

Onobpeno: MeHemxep / PykoBoauTtesis

Kumar Z
Reprint Date /

MHara: 30.07.2024

Reprint Date /
Jara: 30.07.2024

Reprint Date / =
Jlara: 30.07.2024

ills, tiyderabad - 300024, Telangana, India

', Erneils maii@drreddys.com

APLCO04507

idve.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponykr: Ketopoa™ Dkcnpecc (keToponak) TabneTku, AHCnepripyemMeie B noysocty pra. 10 mr

Batch No / : V2401468 Batch Quantity / :+ 3600000 tab /
Cepusn Ne Oo0bem cepun 3600000 Tab
Analytical Report No / : 040002608641 Date of Analysis / : 30.07.2024
AHaJUTHYECKHH 0TYeT Ne JaTta ananusa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jara npousBoacTBa Toaen no

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

Page 7of 8§/ Ctp. 7u3 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 leaflet in a carton
pack. / Ilo 10 Tabnerox B
onucrepe w3z (ITA/AJI/TID ¢
Bnaromnoraorurenem/I12BIT)
doneru // (I13/AJT) donsru. Io
2 bnuctepa ¢ MHCTpPYKUMEH IO
MPUMEHEHHIO B HavyKy
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
tabnerok B 6auctepe u3z (11A/AJI/I1D ¢
snaronorinoturenem/I19BIT) donsru /
(TI15/AJ1) donpru. IMo 1 unu 2 6auctepa
¢ UWHCTPYKIME! No TpPHMEHEHHIO B
NavKy KapTOHHYIO.

16

Labeling / MapkupoBka

According to ND / B coorBerctBuu ¢ HJI

17

Storage conditions /
XpaneHue

Below 25 °C. / Ilpu Temnieparype He Beilie 25 °C.

18

Shelf life / Cpox ropnoeTn

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.
* [Ipu BbINYCKE JEKAPCTBEHHOr0 APeNapaTa KOHTPoJb KayecTBa Mo nokasareo «MukpoGuosornieckas
4YHCTOTa» MPOBONHTCS Asl Kaxnoii 20-0if cepuu, MJIH As1 OAHO# cepHHU B Ioj, B 3aBUCHMOCTH OT TOIO, UTO
HACTYIHT PaHblUe.

Remarks: The Product conforms to ND/
ITpumeuanue: [IpogykTt cooTBeTcTBYET TpeboBanuaM HJI

Conclusion: APPROVED /
3akmwuenue: OJJOBPEHO

Prepared by /
IMoarotosneno: Pardeep

Kumar i

Checked by /
IIposepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoantessb

Reprint Date /
Jara: 30.07.2024

Reprint Date /
Hara: 30.07.2024

/&) Pavan Kumar Sharma C’l;_ﬂ,u«:,//
- o

Reprint Date /
Jara: 30.07.2024

Danjnra Hills, Hyderabad - 500034, Telangana, Indiz

1986, Ernail: maii@drreddys.com
JGPLCDNAS0T




Dr.Reddy’s Q';"'

Dr. Reddy's Laboratories [td,
Formuiation Unit-6

Vil Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS SIS #2800 N0 0e

CEPTHOUKAT AHAJIM3A

www.direddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Dkenpece (ketoponak) TabaeTky, AMNCTIEprupyeMple B MOJIOCTH pTa, 10 Mr

Batch No / : V2401468 Batch Quantity / : 3600000 tab /
Cepnsn Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002608641 Date of Analysis / : 30.07.2024
AHaJIHTHYeCKHIi oTueT No JlaTa aHanu3za

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTta nmpousBoacTBa T'onen no

Analysis performed according ND / Ananu3s nposeaex mo HJ/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8/ Crp. 8 m3 8

API name / Haumenopauue A®C:

Ketorolac tromethamine / KeToponaka

Homep cepun cy6cTanuun npoussoautes LJIMD:

TPOMETaMHH
INN/MHH: Ketorolac / KeToponak
API manufacturer batch number / ABRH004345
Homep cepun npoussoaurens APC:
FP Manufacturer API Batch number / FERA00299

API Manufactured by & country /
ITponseoautenn ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c JTaGopartopuc Jita., Muaus

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: IlpogykT cooTBeTcTBYET TpeboBanuaM HJI 3axaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Pardeep IIpoeepeHno: Pawan Kumar Onobpeno: Menemxkep / Pykosonurenb
Kumar — 1’ Pavan Kumar Sharma /(L{::;:,;/
Reprint Date / Reprint Date / J Reprint Date /

Jara: 30.07.2024 Hara: 30.07.2024 Hara: 30.07.2024

vl 2, Banjava Mills, Hyderabad - 500034, Telangana, India
: 00 2225, Ermail: maii@drreddys.com
18APLCON4E507

Lorregidies.cam




