Dr.Reddy’s ":’

neddy's Laboratories L,

ion Unit-6

, falagarh Road, Baddi,
Disti, Sofan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Bl e IS SEO0IE0R
CEPTHOUKAT AHAJIM3A W, QTR ACYS. COm

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxt: Keropon® Dxenpecc (keToponak) TableTKH, AUCIEPrUpYeMbIe B MONOCTH pTa, 10 mr

Batch No / 1 V2302443 Batch Quantity / : 3600000 tab /

Cepust Ne O6bem cepuH 3600000ta6 |
Analytical Report No / : 890001705558 Date of Analysis / : 15.12.2023
AnaJuTHYecKui oTyeT Ne JlaTa ananusa

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025

Jara mpou3BoacTBa T'onen a0

Analysis performed according ND / Ananuns nposenen mo HJI:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenune Nel or

27.12.2021, usmenenne No2 or 11.11.2022)

Page 1 of 8 /Crp.1 u3 8

No

Test / IloxkazaTenb
No

Results / Pe3ynpTathl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnsle, rmiockue
TabneTku ¢ Qackoif, cBeTyo-
JKEJITOro LBEeTa C I'PaBUPOBKOM
«l» Ha OZHOM CTOPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrisle, miockue TabneTku ¢ Gackoi,
CBETJIO-KENTOr0 1BeTa C IPaBUPOBKOM
«l» Ha OHOM CTOPOHE.

2 Identification / [ToOMMHHOCTH

Ketorolac / Kemoponak

a) ByUv/

V®-cnexrpodoToMeTpus

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnexTpsl
TIOTJIOIIEHMs] HCIIBITYEMOTO pacTBOpa
pacTBopa  CTaHAapTHOro  obpasua
KeTopoJiaka TPOMETaMMHA  JIOJIKHBI
UMETh MaKCUMYMBI IIPU OJHOM 1 TOM ke
JUIMHE BOJIHBL (£ 2 HM).

Remarks: The Product conforms to ND/

Ipumeuanue: [poaykpkoorsercTByeT TpedoBanuam H/I

Conclusion: APPROVED /
3axarouenune: OJOBPEHO

Prepared by / iy
IMonrorosneno: Pravesh Rana

Checked by /
[posepeno: Santosh Kumar

Maurya ~

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoautesb

Manoj Kumar (

Reprint Date /
Jara: 15.12.2023

Reprint Date /
Jlata: 15.12.2023

Reprint Date /
Jara: 15.12.2023
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Dr.Reddy’s ‘_%'

CERTIFICATE OF ANALYSIS

Dr, Reddy's Laberateries Lid.
Formulation Unit-0

Vill. Khol, Nalagarh Road, Baddij,
Distt, Solan, H.P., 173 205, INDA

1 Gl 98166 56001-02

CEPTUDPUKAT AHAJIM3A

Ldrraddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxt: Keropon™ Dxkenpece (keToponak) TabneTkH, JHCHEePrupyeMbIe B 110JI0CTH pTa, 10 Mr

Batch No / 1 V2302443 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepuu 3600000 Tab
Analytical Report No / : 890001705558 Date of Analysis / : 15.12.2023
AnanuTniecknii oryer Ne JlaTa aHaJu3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JaTa npoH3BoaACTBA T'open no

Analysis performed according ND / Ananus nposeaen mo H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenune Nel or
27.12.2021, u3menenne Ne2 or 11.11.2022)

Page2 of 8 /Ctp. 2 m3 8

No

Test / Iloka3aTeanb
Ne

Results / PezynbTaTsl

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 ynepKuBaHHA
OCHOBHOIO MHWKAa Ha XpoMaTorpamme
HCIBITYEMOrO  pacTBopa  AOJDKHO
COOTBETCTBOBATh BpEMEHH
yIEp)KMBaHUS OCHOBHOTO IHKAa Ha
XpoMaTorpamme pacTBOpa
CTaHAApPTHOrO0 00Opasia KeToposaka
TpOMETaMUHa (pazmen

«KonuyecTBeHHOE onpe;[eneﬂne») .

Remarks: The Product

nforms to ND/
[Npumeyanue: [IpoaykycoorsercTByeT TpebosanusaM HJL

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by / 2
IMoaroroeneno: Pravesh Rana

Checked by /
[Mposepeno: Santosh Kumar

Maurya Og,‘\
= .

Reprint Date /
Jara: 15.12.2023

Reprint Date /
Jara: 15.12.2023

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoauresnn

Manoj Kumar .

Reprint Date /
Hara: 15.12.2023

Rogistered

fof w01 4

Officar &

wewedrreddys,com

i - 5OOR2E, Telerngana, India
Nailr mallaitdrreddys. com
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D Reddy's Laberatories Lid
Formulation Unit-6
vili. ihol, Nalagarh Road, Baddi,

Distt, Solan, H.2, 173 205, INDEA

CERTIFICATE OF ANALYSIS i. H Lt :505201403
CEPTHUOUKAT AHAJIA3A L

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Skenpece (keToponak) TabneTky, Aucneprupyembie B nojocty pra, 10 mr

Batch No / : V2302443 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepin 3600000 Tab
Analytical Report No / : 890001705558 Date of Analysis / ¢ 15.12.2023
AHaJIHTHYECKHIT 0TUeT Ne Jara anajausza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npon3BoacTsa TI'ogen no

Analysis performed according ND / Ananus nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenue Nel ot
27.12.2021, nsmenenne Ne2 or 11.11.2022)

Page3 of 8/ C1p. 3 m3 8

1}2 Test / IlokazaTenn Results / Pe3ynpTath! Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoaTMHHOCTL butylhydroxyanisole peaks on the
OyTHArMAPOKCHAHU30J 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 ynepXHBaHHA
NUKOB  2-OyTHIATHAPOKCHAHU3ONA H
3-6yTHITHAPOKCHAHU30J1a Ha
XpoMaTorpamMmme HCOBITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBAThH
BpeMeHaM yAEepPKHUBaHUA MTHKOB
2-6y THITHAPOKCUAHU30J1a "
3-0y THITHAPOKCHAHU30J1a Ha
XpoMaTorpamme pacTBopa
CTaHAAPTHOTO obpasna
Oy MM APOKCMAHU 3014 (pasaen
«ConepxaHue
OYTHITHAPOKCHAHU30TIa»).
4 Average weight / Cpennsis 68.5 mg / 68.5 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr no 72,8 mr (70,0 Mr £+ 4,0 %).

Remarks: The Product conforms
ITpumeuanue: Ilpony

COOTBETCTRYET TpeboBanusam HJ[

to ND/

Conclusion: APPROVED /
3akmrouenne: OJOBPEHO

Prepared by / }/-
[MoaroroeneHo: Pravesh Rana

Checked by /
IIporepeno: Santosh Kumar

Maurya @

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoauress

Manoj Kumar :
fuss/

Reprint Date /
Jara: 15.12.2023

Reprint Date /
Jara: 15.12.2023

Reprint Date /
Hara: 15.12.2023




2r Redoy's Laberatories Lid
'] .... Formulation Unit-6 .
Dl'. Reddy S e Vill. ithol, Malzgarh Road, Baddii,
Distt, Solan, H.P, 173 205, iMGIA
Tel 491 §8166 26001-0Z

ww.drieddys.com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Ketopon® Dkcrpece (keToponak) TabneTk, MCTIEprHpyemble B N10J10CTH pra, 10 mr

Batch No / 1 V2302443 Batch Quantity / : 3600000 tab /
Cepusn Ne O0bem cepan 3600000 Tab
Analytical Report No / : 890001705558 Date of Analysis / : 15.12.2023
AHBaJHTHYECKHI 0TYeT Ne JlaTa anaau3za

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
Jara npoussoacrsa T'open no

Analysis performed according ND / Ananns nposeaen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel ot

27.12.2021, namenenue Ne2 or 11.11.2022)

Page 4 of 8/ Crp. 4 u3 8

1}2 Test / [loka3aTeb Results / Pe3ynbTaTh! Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than + 10 %
OJHOPOAHOCTHL MaCChI 2/20 tablets - not more than + 20 % /

18/20 Tabnetox — He Oonee 10 %
2/20 Tabnetok — He Homee £ 20 %
5 Disintegration time / 00 min 25 sec / 00 muH 25 cex Not more than 3 min / He 6onee 3 Mun
Pacnagaemoctn
6 Dissolution / PacTBOopenue Unit-1/ Ta6n-1 96% Not less than 75% (Q) of
. Ci15sH13NO3*C4H| INO3 (ketorolac
Unit-2 / Tabn-2 98% tromethamine) in 15 min / He menee
Unit-3 / Ta6a-3 98% 75% (Q)  CisHisNO3+C4H11NO;
) (keTOpoJiaka ~ TPOMETaMHH)  4Yepe3
Unit-4 / Ta6bn-4 98% 15 MuH
Unit-5 / Ta6n-5 97%
Unit-6 / Tabn-6 96%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JAucnepcHocTb /10 pum sieve s formed. / OBpasyeres
ONHOPOMHAs CYCIEH3Hs, MPOXOLALIas
CKBO3b CHMTO C Pa3MepPOM OTBEPCTHIA
710 MKM.

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

Ipumeuanue: [Ipoayxr C}gOTBeTCTByeT TpebosanusM HJT 3akmouenne: OJJOBPEHO

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

[ToaroroeneHo: Pravesh Rana | ITposepeno: Santosh Kumar | Ono6peHo: Menemxep / Pykosogurens

Maurya Manoj Kumar = ("
" Vingeert
- 4 = —'.-/.-
Reprint Date / Reprint Date / Reprint Date /
Jara: 15.12.2023 Jlata: 15.12.2023 JHara: 15.12.2023
, Banjara Hills, Hyderabad - 500024, Telangana, India

404600 2984, Email: mal@drreddysicom
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CERTIFICATE OF ANALYSIS

Or Reddy's Laborateries Lid
Farmulation Unit-&

vill. Khol, Malazarh Road, Baddi,
Gistt. Solan, H2, 173 205, INDIA

56 5600102

CEPTUOPUKAT AHAJIM3A

s drraddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dkcnpecc (keTopornak) TabneTkH, AMCIEeprupyeMble B II0JI0CTH pTa, 10 Mr

Batch No / 1 V2302443 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001705558 Date of Analysis / : 15.12.2023
AHaauTHYECKHH oT4yeT Ne Jara ananusa

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
Jara npou3BoacTBA TI'onen mo

Analysis performed according ND / Ananus nposeaed mo HJI:
JINI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, namenenue Ne2 ot 11.11.2022)

Page 5 of 8/ Ctp. S u3 8

8 Related impurities / PoacTBeHHbIe IpUMecH

1-rupoKcHaHanor

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Hmxe nipenena o6Hapysxenus ([10 =

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

KETopoJiaKa 0.0010%)
ketorolac 1-keto analog/ 0.04 % Not more than 0.8 % / He 6onee 0,8 %
1-keToaHaJIOT KeTopoJaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He Gonee 0,5 %
eMUHUYHas
HeuIeHTUUIUPOBAHHASL
npUMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceit

9 Water / Bona 2.6 % Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTouHble 0praHuyecKkme pacTBOPHUTETH

Isopropyl alcohol /
Wzonponanon

5 pg/tab/
5 MKr B Ta0JIeTKe

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

Remarks: The Product conforms to ND/
[Tpumeuanne: Tpoaykf/coorsercTByer Tpebosanuam HJI

Conclusion: APPROVED /
3axiaouenune: OJJOBPEHO

Prepared by /
IMoarorosneno: Pravesh Rana

Checked by /
Ipoeepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoautens

Manoj Kumar
',\ L( |

Reprint Date /
Jara: 15.12.2023

Reprint Date /
Hara: 15.12.2023

Reprint Date /
Jarta: 15.12.2023

kegistarad

e

O
e

I +3140

Hyderabad - 500034, Telangana, india

Ermailr maitidrraddysiconm
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CERTIFICATE OF ANALYSIS Tel:

b

Dr. Reddy's Laberateries Lid
Forinulation Unit-6

Yill. Khol, Nalagarh Road, Baddi,
Distt. Selan, H.P, 173 205, iNDia
01 98166 56001-02

TL

CEPTHOUKAT AHAJIM3A

wwwdireddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkenpecc (keToponak) TabaeTku, JUCTIEprMpyeMble B 0JI0CTH pTa, 10 mr

Batch No / 1 V2302443 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepun 3600000 Tab
Analytical Report No / : 890001705558 Date of Analysis / : 15.12.2023
AHaJuTHYeCKHi oTueT Ne JaTa ananusa

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
JaTa nmpoM3BoAcTBA T'open no

Analysis performed according ND / Anann3s nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, uzmenenune No2 ot 11.11.2022)

Page 6 of 8 / C1p. 6 u3 8

11 Microbial enumeration tests / MuxpoGuoJioruueckasi yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61iee yucno He 6onee 1000 KOE/r
a’poOHBIX MUKPO-
OpraHMU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61iee He Gonee 100 KOE/r
YHCJIO HPONOIKEBBIX U
TUTECHEBBIX TPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyTcTBHME B 1 T
12 Uniformity of dosage units / 4.6 Acceptance value (AV) not more than
OaHopoaHOCTb 15.0 / IlpuemouHoe 3Ha4Yenue (AV) He
A03UPOBAHUS 6onee 15,0.
13 | Assay/ KoauuecTBeHHOE 9.7mg/9.7 mMr From 90mg to 11.0mg of
onpeaeseHUe (97.0 %) C1sH13NO3*C4H;1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(e] 1 1,0 MTI C15H13NO3'C4H1 1NO3
(ketoponaka TpoMeramuH) (oT 90,0 no
110,0 % oT 3as1BJIEHHOTO KOJTHUECTBA) B
TabeTke

Remarks: The Product epnforms to ND/
IIpumeuanue: Ilpony

cooTseTcTBYET TpebopanusM HJ|

Conclusion: APPROVED /
3akarwuyenne: OJJOBPEHO

CoQa507

com

il LAS195API

wivweirmeddys

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosnero: Pravésh Rana | INposepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosoautenb
Maurya Manoj Kumar
g\'- IW\MM

Reprint Date / Reprint Date / Reprint Date /
Jara: 15.12.2023 Hara: 15.12.2023 Jara: 15.12.2023

Registared Office: 8-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 580024, Telangana, indin

Tel 01 G0 4900 2500, Fax +81- , Ernail: mail@drraddys.com



Or Reddy's Laboratories Lid
? .... Formuiatim Unit-6 ,
DI". Reddy S o Uill. Khol, Maiagarh Road, Badi,
0 JHLPL 173 205, INDiA
E 156 56001-02

fofelia

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Dkenpecc (ketoposak) TabeTkH, IHCNEPrUpyEMbI€ B IOJOCTH pra, 10 Mr

Batch No / : V2302443 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepuH 3600000 Tab
Analytical Report No / : 890001705558 Date of Analysis / : 15.12.2023
AHaJIATHYECKHH oTU9eT Ne JaTa aHainza

Date of Manufacture / : 1172023 Date of Expiry / : 1072025
JaTa npoussoacrsa TI'open oo

Analysis performed according ND / Ananus nposegen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or
27.12.2021, nsmenenne No2 ot 11.11.2022)

Page 7 of 8/ Ctp. 7 n3 8

14 | Butylhydroxyanisole 0.0954 mg/tab / Not less than 0.042 mg/tab /
content / CopaepxaHue 0.0954 mr B Tabnerke He menee 0,042 Mr B TabneTke
OyTHIIrMAPOKCHAHM30./12
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsina blister 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. / ITo 10
information leaflet in a carton | TaGnetox B Onuctepe n3 (ITA/AJI/TID ¢
pack. / Tlo 10 Ta6netrok B | Braronorioturenem/IIOBII) donbru //
6mucrepe w3 (TTA/AJ/IID ¢ | (I19/AJT) donbru. [To 1 wnu 2 6nucTepa
snaronorjoturenem/I15BIT) C HUHCTPpYKUHMEH II0 NpPUMEHEHHMIO B
donwru // (I15/AJ]) donbru. [Io | nauyky KapTOHHYIO.

2 Omuctepa ¢ UHCTPYKLUMEH IO

NPUMEHEHUIO B nauKy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootseTcTBUH ¢ HJ{

17 | Storage conditions / Below 25 °C. / IIpu Temnepatype He Bbiwe 25 °C.

XpaHeHue

18 Shelf life / Cpok roaHocTu 2 years / 2 rozia

* 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.

* IIpn BBINYCKeE JIEKAPCTBEHHOr0 Mpenapara KOHTPOJIL KayecTBa 10 NoKa3aTe o « MUukpoGuosoruyeckas
YHCTOTA» POBOAMTCA AJIs1 KAXN0il 20-0ii cepHH, WIH AJIS OAHOI CEPHH B IO, B 3aBHCUMOCTH OT TOIO, UTO
HACTYIUT paHbILE.

Remarks: The Produc_,:‘t conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [poaykt coorBercTByeT Tpebosanusam HJI 3akmwouenue: OJJOBPEHO
Prepared by / /B Checked by / Approved by: Manager/Executive /

Ma ‘ Manoj K;
urya l\;!?:- anoj Kumar h’m}t}L

Reprint Date / Reprint Date / Reprint Date /
Hara: 15.12.2023 Jara: 15.12.2023 Hara: 15.12.2023

ToxrotoeneHo: Pravesh Rana Iposepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosopurens

fepistered Office: 8-2-337, Road N, 3, Ranjara Hills

1 Telangana, Indi
bys:cam



Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS Tel:

r, Reddy's Laboratories Lid.

Formulation Unit-6
Vill. Khol, Malagarh Road, Baddij,
st Salan, H.P, 173 205, INDYA

163 56001-02

CEPTU®HUKAT AHAJIM3A L

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkcnpecc (keToponak) TabneTkH, AMCIIeprupyeMbIe B IIOJIOCTH pTa, 10 Mr

Batch No / 1 V2302443 Batch Quantity / : 3600000 tab /
Cepus Ne O0nem cepun 3600000 Tab
Analytical Report No / : 890001705558 Date of Analysis / : 15.12.2023
AHauTHYECKHH oTyeT No JlaTa anaau3sa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JlaTa npoH3BOACTBA I'onen o

27.12.2021, usmeneane No2 o

Analysis performed according ND / Anann3 nposeaen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3smenenue Nel or

T 11.11.2022)

Page 8 of 8/ Crp. 8 u3 8

API name / Haumenosanue A®C:

Ketorolac tromethamine / Ketoponaka

Homep cepuu cy6cTannuu npousspoanres I'JI@:

TPOMETaMUH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /
Howmep cepuu npoussoanteisa APC: ABQH006612
FP Manufacturer API Batch number / FEQA00567

API Manufactured by & country /
ITponseoautens A®C, cTpaHa:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JlaGopatopuc Jlta., Mnaus

[pumeuanue: [pomyxly coots

Remarks: The Product conforms to ND/

eTcTByeT TpeboBaumsam HJI

Conclusion: APPROVED /
3akawuenune: OJJOBPEHO

Prepared by / j“/
Ioarorosnexo: Pravesh Rana

Checked by /
Ipoeepeno: Santosh Kumar

Maurya Gé/

a—

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautens

Manoj Kumar - .
:&}_ﬂn L

Keprint Date /
Jlata: 15.12.2023

Keprint Dale /
JlaTta: 15.12.2023

KReprint Date /
Hara: 15.12.2023

Ragisierd

R —
Ty, +sl

3X7, Ruad No

Gffice: 8-

G0 J200 2900, F

an

2, Banjara Hills




