Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 98156 56001-02

CEPTUOUKAT AOAJIN3A

vww.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[poaykr: Keropon™ Dkernpece (keToposiak) TabneTkH, AUCneprupyemble B MOJI0CTH pTa, 10 Mr

Batch No / : V2401469 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepnn 3600000 Tab
Analytical Report No / : 890001752505 Date of Analysis / : 30.07.2024
AnajuTnyeckuii oTyeT No Jara anaausa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npoH3BoOICTBA I'onen no

Analysis performed according ND / Auanu3 npopeaen mo HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1 of 8/ Crp. 1 u3 8

‘]1:)0 Test / [lokazaTeanb Results / Peaynbratsl Specification / Hopma
1 Description / OnucaHue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyrasle, mnnockue | Kpyriele, nnockue Tabnetku ¢ Gackoi,
TabneTKH ¢ (ackoi, CBETNO- | CBETIO-XKENTOro LBETa C I'PaBUPOBKOMH
XENTOro LBeTa C rpaBHpoBKOi | «|» Ha onHOH cTOpOHE.
«» Ha oJIHOH cTOpOHE.
2 Identification / [TonnuHHOCTE
Ketorolac / Kemoponaxk
a) ByUv/ Complies / CooTBeTCTBYET Y spectra of the test solution and

ketorolac  tromethamine standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTps
MOTJIOIIEHHS MCMBITYEMOr0 pacTBopa U
pacTBOopa  craHmapTHoro  obpasua
KeTopoJlaka TpOMeTaMHUHa  JOJDKHBI
HMETb MaKCUMYMBI HpU OHOM U TOI ke
JUTHHE BOJIHBI (£ 2 HM).

V®-cnexrpodoToMeTpHs

Conclusion: APPROVED /
3akawuenne: OJJOGPEHO

Remarks: The Product conforms to ND/
IMpumeuanue: IlpoaykT cooTBeTcTByeT TpeboBanram HJI

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

MNoarorosneno: Pardeep [Iporepeno: Pawan Kumar Onob6peno: Menemxep / PykoBoauTesib
-7 + L

Kumar C:i,__ )1 Pavan Kumar Sharma GA—

Reprint Date / Reprint Date // Reprint Date /

Hara: 30.07.2024 Hara: 30.07.2024 Hara: 30.07.2024

ills, Fiyderabad - 500034, Telangana, India




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND|A
Tel: 491 98156 56001-02

vy drreddys.com

CEPTU®UKAT AHAJIU3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dkenpece (ketoposiak) TabneTkH, AMCNeprupyeMble B NOJIOCTH pra, 10 Mr

Batch No / : V2401469 Batch Quantity / : 3600000 tab/
Cepns Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 890001752505 Date of Analysis / : 30.07.2024
AnatuTHYecKHi oT4eT No Jara ananuza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npou3BoacTea TI'onen o

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

Page2 of 8/ C1p. 2 n3 8

No

Test / Iloka3zaTeanb
Ne

Results / Pe3synbTaTbl

Specification / Hopma

b) By HPLC/B2XX

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). / Bpema ynepxuBaHus
OCHOBHOTO TMHKa HAa XpOMarorpame

UCOBITYEMOTO  pactBopa  JOJKHO
COOTBETCTBOBATh BpPEMEHH
yIOEp)KHBaHUA OCHOBHOTO IIHKAa Ha
XpoMarorpamMmme pacTBOpa
cTaHgapTHOro ofpasia KeTopoJiaka
TPOMETaMHHA (paznen

«KonHnuecTrenHoe onpez[eneﬂne»).

Remarks: The Product conforms to ND/
[Npumeuanue: IIponykT cooTBeTcTBYET TpeboBanuam HJL

Conclusion: APPROVED /
3axnawuenne: OJOBPEHO

Prepared by /
IMoarorosneHo: Pardeep

Kumar _ L/

Checked by /
IIpoBepeHo: Paygan Kumar
|

4 =0
2 =

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykopoaureib
Pavan Kumar Sharma dow——

Reprint Date /
Jara: 30.07.2024

Reprint Date/
Jara: 30.07.2024

Reprint Date /
Hara: 30.07.2024

o s, Hyoorabad - 500034, Telangana, India
, Ernail: meiiddrreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 981566 56001-02

www.drreddys.com

CEPTUPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon"™ Dkcnpecc (keToposiak) TabieTky, AMcneprupyeMble B MOJIOCTH pra, 10 Mr

Batch No / : V2401469 Batch Quantity / : 3600000 tab /
Cep hst Ne O0nem cepun 3600000 tab
Analytical Report No / : 890001752505 Date of Analysis / + 30.07.2024
AHa/MTHYeCKHH oTyeT No Jlara anann3za

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa nponssoicTBa T'onen g0

Analysis performed according ND / Ananu3 nposenen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3of 8 /Crp.3 uz 8

No

N Test / IloxazaTenn Results / PesynbraThl Specification / Hopma
3 Identification Complies / CooTBeTcTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuHHOCTL butylhydroxyanisole peaks on the
Oy THATHAPOKCHAHH30JI 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 yAepKHUBaHUA
NUKoB  2-OyTHUNTHAPOKCHAHHW30TA U
3-0yTHWIrHIPOKCHAHU30Ia Ha
XpOMaToTrpaMme HCTIBITYEMOTO
pacTBOpa AOJDKHBI COOTBETCTBOBATh
BpEMEHAM YAEpKUBAHUA MUKOB
2-0yTHATUAPOKCHAHU301a U
3-0yTunruapoxkcuaHuzona Ha
XpOMaTorpamme pacTBopa
CTaHAapTHOTO obpazua
OYTUNTUAPOKCHAHU30I1a (paznen
«ConepxaHue
OYTUNTHAPOKCHAHH30J1a%).
4 Average weight / Cpeaunsis 69.5 mg / 69.5 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr no 72,8 Mr (70,0 Mmr+ 4,0 %).

Remarks: The Product conforms to ND/
Ipumeuanue: Ilponykr cootsercTayer Tpebosanuam HJI

Conclusion: APPROVED /
3akarwyenue: OJOBPEHO

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

IMoarotosneno: Pardeep [Ipoeepeno: Pawan Kumar Opnobpeno: Menemxep / PykoBoguTes

Kumar N j ! X Pavan Kumar Sharma -y — _
Cl— S h‘_j‘/

Reprint Date / Reprint Date/ ' Reprint Date /

Hara: 30.07.2024 Hara: 30.07.2024 Hara: 30.07.2024

i Wedely I,

ra Hillg, Hyaerabad - 500034, Telangana, India

Eraail: maii@drreddys.com
Q4507




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

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

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

CEPTH®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Skcnpecce (keToposiak) TabneTku, AMcneprupyemsie B nonoctu pra, 10 mr

Batch No / : V2401469 Batch Quantity / : 3600000 tab /
Cephs Ne O6nem cepuu 3600000 tabd
Analytical Report No / : 890001752505 Date of Analysis / + 30.07.2024
AHauTHYeCKHH oTyeT Ne JlaTa anann3a

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npon3BoacTBa Togen no

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

Page4of 8§/ Crp. 413 8

;’0 Test / [Ioka3aTe/b Results / PeaynbTatel Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTRYET 18/20 tablets - not more than £ 10 %
OaHOpPOIHOCTH MacChl 2/20 tablets - not more than = 20 % /

18/20 Tabnerok — ne Oosee + 10 %
2/20 Tabnetok — He Honee = 20 %

5 Disintegration time / 00 min 18 sec / 00 muH 18 cek Not more than 3 min / He Gonee 3 MuH
Pacnagaemoctnb

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

. Ci5H13NO3C4H 1 NO3 (ketorolac
= i 0
Dinit:2,/ 02 100:% tromethamine) in 15 min / He Mmenee
Unit-3 / Ta6n-3 96% 75%  (Q)  CisHisNO3*CsHi1NO;3
. (keToponaka  TpPOMETaMMH)  4epe3
Unit-4 / Tabn-4 100% TN
Unit-5 / Tabx-5 100%
Unit-6 / Tabn-6 97%

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

HducnepcHoCcTb 710 um sieve is formed. / O6pazyerca
OJIHOPOJHAs CYCNEH3Hs, NPOXOAsIas
CKBO3b CHTO C pa3MepoM OTBEPCTHIH
710 MKM.

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

ITpumeuanue: IIpogykT cooTBeTcTBYeT TpeboaHusm HJ 3axmwouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroneHo: Pardeep ; ITposepeno: Pawan Kumar OnobpeHo: Menemxep / PykoBogutenn
Kumar | i/ Pavan Kumar Sharma  <fev—

| ==
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.07.2024 Hata: 30.07.2024 Jara: 30.07.2024

5, Banjarn Hills, Hyderanad - 500034, Telansana, India
Eraait: meii@drreddys.com
PLISOAS07

rredoys.com




Dr.Reddy’s Q"&.’

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND|A
Tel 1 +91 98166 56001-02

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon™ Dkenpecc (ketoposnak) TabNeTKH, AUCTIEPrUpyeMble B IOJIOCTH pTa, 10 Mr

Batch No / : V2401469 Batch Quantity / : 3600000 tab /
Cepus Ne O0nem cepun 3600000 Tab
Analytical Report No / : 890001752505 Date of Analysis / : 30.07.2024
AHajauTHuecKkHuii oTueT No JlaTa anann3za

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jlata mpon3BoJcTBa I'ogen o

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

Page 50f 8 /Crp. Suz 8

8 Related impurities / PoacTBeHHBIE TPUMeECH

ketorolac 1-hydroxy analog /
1-ruapokcuaHaor
KeTopoyaka

ketorolac 1-keto analog/
1-KeToaHaNoOr KeTopoaKka

Any unidentified impurity /
€IMHUYHAs
HeuaeHTUuGUIHpOBaHHASL
HpUMeCh

Below LOQ (LOQ = 0.0032 %) /
Huske npeacna KOJIU4ECTBEHHOTO
onpenenenus (ITKO = 0.0032 %)

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

0.05%

Not more than 0.8 % / He 6onee 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/ OcTaTOo4HbI€ OPraHUYECKHE PACTBOPHUTE/H

Isopropyl alcohol /
H3zonpomnaHon

11 pg/tab /
11 Mkr B TabneTke

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

Remarks: The Product conforms to ND/
ITpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBanusiM HJ{

Conclusion: APPROVED /
3akmouenne: OJTOBPEHO

Prepared by /
Ioaroroeneno: Pardeep ,
Kumar

>

Checked by /
IlporepeHo: Pawan Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemkep / Pykosoautesis
Pavan Kumar Sharma <7 f N>

=

Reprint Date /
Hara: 30.07.2024

Reprint Date /
Hara: 30.07.2024

Reprint Date /
Jara: 30.07.2024

saerabad - 500034, Telangana, India

il: maii@drreddys.com




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

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

Vill- Khol, Natagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tol 1 +91 98156 56001-02

CEPTUOPUKAT AHAJIM3A

www. drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Dxcnpecce (keToposak) TaGNeTKH, AHCIEPTHPYEMbIC B MOJOCTH pra, 10 Mr

Batch No / : V2401469 Batch Quantity / : 3600000 tab /
Cephs Ne O61bem cepun 3600000 Tab
Analytical Report No / : 890001752505 Date of Analysis / : 30.07.2024
AnajinTHYecKH#i oT4eT No JlaTa anannsa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npou3BoacTBA T'ogen no

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

Page 6 of 8/ Cip. 6 13 8

11 Microbial enumeration tests / MukpoGuoJsioruyeckast yucrora*®
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuuee 4nciao He 6onee 1000 KOE/r
a3poOHbIX MUKPO-
OpraHu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuee He 6onee 100 KOE/r
YKCIIO APONIKEBBIX 1
[iecHeBbIX TPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcytcTBUe B 1 1
12 Uniformity of dosage units / 2.1 Acceptance value (AV) not more than
OaHOpOAHOCTH 15.0 / TlpuemouHoe 3HaueHue (AV) He
JI03MPOBAHUS 6onee 15,0.
13 Assay / KonnuecTBeHHOe 9.9mg/99 mr From 90mg to 11.0mg of
onpenesieHue (98.5 %) C15H13NO3'C4H11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
no 11,0 Mr CisH13sNO3+C4H |1 NO;4
(ketoponaka TpometamuH) (ot 90,0 mo
110,0 % oT 3as1BJIEHHOTO KOTHYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.1501 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHnue 0.1501 mr B Tabnetke He menee 0,042 mr B TabneTke
OYTHIrHAPOKCHAHH30.12

Remarks: The Product conforms to ND/

ITpumeuanue: ITpoaykT cooTBeTCTBYET Tpebopanusm HJL

Conclusion: APPROVED /
3akarouenne: OJOBPEHO

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

Tloaroroeneno: Pardeep IIpoBepeno: Pawan Kumar OnoGpeHo: Menemxep / Pl‘q'maoumenb

Kumar —~ /%__ ) Pavan Kumar Sharma W
= (" o

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.07.2024 Hara: 30.07.2024 Hara: 30.07.2024

Registerad Qifice: 8-2-337

ie, ivaerabad - 500034, Telangana, India

&, Eraail: mali@drreddys.ccm
D04507




Dr. Reddy's Laboratories Ltd
Formuiation Unit-6

@
Dr. Reddy’s Q'... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTU®HUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dxcnpecc (keToposak) TabNeTKH, UCcTeprupyeMble B M00CTH pTa, 10 Mr

Batch No / : V2401469 Batch Quantity / : 3600000 tab /
Ceprs Ne O0nem cepun 3600000 Tab
Analytical Report No / : 890001752505 Date of Analysis / : 30.07.2024
AHajJuTHYeCKHH oTUeT Ne Jara ananusa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jara npou3BojcTBa I'open no

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

Page 7of 8/ Crp. 713 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 Guuctepe 3 (IIA/AJI/11D ¢
pack. / Tlo 10 Tabnetok B | Brnaromornorutenem/[19BII) donbru /
Gnucrepe w3 (ITA/AJIITD ¢ (115/AJ1) donvbru. Mo 1 wiu 2 6auctepa
Braronornorurenem/T12BIT) C HUHCTPYKLUHEH NO MNPHMEHEHHIO B
toneru // (II3/AJT) onsru. Mo | mauky kapTOHHYIO.
2 6nucTepa ¢ MHCTPYKLMEH Mo

MPUMEHEHHIO B nauky
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B coorBerctBuu ¢ HJ

17 | Storage conditions / Below 25 °C. / ITpu Temnepatype He Bbilue 25 °C.

XpaHeHue

18 Shelf life / Cpok roaHocTn 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.

* [Ipu BBINYCKE JIEKAPCTBEHHOT0 NMpenapaTa KOHTPOIb KauecTBa Mo nokaszareiio «MukpoGrosoruyeckas
YUCTOTa» NMPOBOAUTCS Aist Kamoi 20-0if cepuH, WM 17151 OAHOH CepUU B rOA, B 3aBUCHMOCTH OT TOI0, YTO
HACTYIIUT paHbLIe.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBanuaM HJI 3axnwouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoarortosneuo: Pardeep Ilposepeno: Pawan Kumar Onobpeno: Menemxep / Fﬁymsoumenb
Kumar c_,[ . A Pavan Kumar Sharma < )”M,_,.
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.07.2024 Hara: 30.07.2024 Hara: 30.07.2024

Aepisteron Oliice: 2-72-327, fload Mo, 2, Canjara Hills, Hyderabad - 500034, Telangana, India

= e

L 404800 2999, Email: mzii@drreddys.com
S4PLCONAR0OY
v dncddys.com




Dr. Reddy's l.aboratories Ltd.
‘.. Formuiation Unit-6
R ? P Vill Khol, Nalagarh Road, Badd;,
Dr" eddy s .. Distt. Sofan, H.P,, 173 205, INDJA
Tel 1 491 98166 56001-02
wwyzdrreddys com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Ketopon™ Dkcnpecc (keroponak) TabieTkH, AMCHEeprupyeMble B N0J0OCTH pTa, 10 Mr

Batch No / : V2401469 Batch Quantity / : 3600000 tab /
Cepusa No O0BeM cepau 3600000 Tab
Analytical Report No / : 890001752505 Date of Analysis / : 30.07.2024
AHaJIHNTHYECKHH oTyeT No JlaTa anaau3za

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npou3BoacTBa Tonen go

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

Page8of 8§/ Crp.8 u3 8

APIname / Haumenosanue AQC: Ketorolac tromethamine / Ketoponaxa
TPOMETaMUH

INN/MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABRH004345

Howmep cepuu npouspoautens ADC:

FP Manufacturer API Batch number / FERA00299

Howmep cepnu cy0cranuuu nponssoaurtens I'JID:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

TpousBoaurenb A®C, cTpana: J-p Penan'c Jlaboparopuc Jita., Hunus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: Ipogykt cooTBeTcTBYET Tpebopanusam HJL 3akawuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoprotoneno: Pardeep , [Iposepeno: Pawan Kumar Onobpeno: Menemkep / PykoBoAUTEINb
Kumar = XP’/ Pavan Kumar Sharma iﬁ;—/

A

Reprint Date / Reprint Date / Reprint Date /
Jata: 30.07.2024 Hara: 30.07.2024 Hata: 30.07.2024




