Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Forrnulation 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
IIpoaykr: Keropon® Dkcnpecc (keTopoak) TabIeTKH, JUCIeprupyeMble B MOJI0CTH pTa, 10 Mr

Batch No / : V2400643 Batch Quantity / : 3500000 tab /
Cepus Ne O61bem cepun 3500000 Tab
Analytical Report No / : 040002503061 Date of Analysis / : 30.04.2024
AHannTHYECKHI oT4eT No JlaTa aHanu3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
dara 1ipoH3BoOAcTBA T'open o

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

Page10of8/Crp.1 138

No

Ne Test / [loka3zaTenb

Results / Pe3ynpTatsl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
sidec. / Kpyrnble, mnockue
Tabnetku c¢ ¢ackoii, cBemso-
XKENTOro LBeTa C I'PaBHPOBKOM
«|» Ha oxHO cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrasie, muockue TabiaeTku ¢ dhackoi,
CBETJIO-XXENTOr0 1IBETa C IPaBUPOBKOM
«l» Ha OHOH CTOpOHE.

2 Identification / ITogmuHHOCTH

Ketorolac / Kemoponaxk

a) ByUv/
V®-cnexkTpodoToMeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / V®-cnekTpsl
HOIJIOIIEHHS. HCIIBITYEMOTO PacTBOpa U
pacTBopa  CTaHAapTHoro  ofpasua
KETOpOJaKka TPOMETAaMUHA JIOJIKHBI
HUMETb MaKCUMYMBI ITPU OJHOM U TOM Xe
JUTMHE BOJIHBI (£ 2 HM).

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

Remarks: The Product conforms to ND/
IMpumeuanue: [TpoaykT cooTBeTCTRYET TpeGoBaHusaM HJ

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Santosh [Tposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoauresns
Kumar Maurya S50 4/ Amit Kumar f;’i\«—"

- =
Reprint Date / Reprint Date / Reprint Date / '
Jara: 30.04.2024 Hara: 30.04.2024 MHara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel; +91 40 4900 2900, Fax: +91 4C 4900 2993, Email: maii@drreddys.com
CIN: L85135AP1984PLC0O04507
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
CEPTU®UKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keToposak) TabNeTKy, JucNeprupyemble B onoctv pra, 10 Mr

Batch No / : V2400643 Batch Quantity / : 3500000 tab /
Cepus Ne O6bem cepun 3500000 Tab
Analytical Report No / : 040002503061 Date of Analysis / : 30.04.2024
AHaJauTHYECKHH oTueT No JlaTa ananu3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
dara npoussoacrsa Toaen no

Analysis performed according ND / Ananu3 npoBeaen nmo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8 /Crp.2n3 8

No

Test / [Toka3aTennb
Ne

Results / Pe3ynbrats!

Specification / Hopma

b) By HPLC / BOXKX

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 y#epXKUBaHUS
OCHOBHOTO MHKa Ha XpOMarorpaMmme
HCOBITYEMOr0  pacTBopa  AOJDKHO
COOTBETCTBOBAThH BPEMEHU
yIEpXMBaHUA OCHOBHOTO MHKa Ha
XpOMarorpamme pacTBopa
CTaHIapTHOTO KEeTOpOJIaKa
TpOMeTaMHHa (pazmen
«KOJIM4EeCTBEHHOE OTPEIEICHUEY).

obpa3sua

Remarks: 'I'he Product contorms to ND/
INpumeuanue: IlpoaykT cooTBeTcTBYET Tpebopanusm HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Hara: 30.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[onrororneno: Sant [Tpoepeno: Pardeep Kumar | Ono6peno: Menemxep / PykoBoauresns
Kumar Maurya ~ Amit Kumar ~

Reprint Date / Reprint Date / Reprint Date/

Hara: 30.04.2024

Jara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN. LOD195AP1984RLC00480T
www.drreddys.com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpecc (keToponiak) TabNETKH, JUCTIEPrUPYEMbIE B MIOJIOCTH pTa, 10 Mr

Batch No / : V2400643 Batch Quantity / : 3500000 tab /
Cepusn Ne O0nem cepun 3500000 Tab6
Analytical Report No / : 040002503061 Date of Analysis / : 30.04.2024
AHaJIMHTHYECKHH oT4YeT No JaTa anajau3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JdaTta npousBoacTBa iopen no

Analysis performed according ND / Asasus nposeages mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 3 of 8/ Crp. 3 u3 8

Jl;lbo Test / IlokasaTenn Results / PesynpTats! Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IToaIMHHOCTD butylhydroxyanisole peaks on the
OYTHArHAPOKCHAHM301 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 ynepxuBaHHSA
NMUKOB  2-OyTHITHOPOKCHAHHU301a U
3-0y THITHAPOKCHAHH30J1a Ha
XpoMaTorpamme HCIILITYEMOTO
pacTBopa HOJDKHBI COOTBETCTBOBAThH
BpeMeHaM yICPKUBAHHS MHUKOB
2-6yTUITHAPOKCHAHU30I1a u
3-0yTUNruApOKCUAHU30/1a Ha
XpomarorpaMme pacTBopa
CTaHAApTHOTO obpasna
OYTUNTHAPOKCHAHU30JIA (pazmen
«Copepxanue
Oy TUNTHAPOKCHAHU3OJIAY).
4 Average weight / Cpennsist 69.3 mg/69.3 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Macca 0Ot 67,2 Mr no 72,8 Mr (70,0 Mr+£4,0 %).

Remarks: The Product conforms

IIpumeuanue: Ilponykt cooTBeTcTBYET TpeboBaHusiM HJI

to ND/

Conclusion: APPROVED /
3axmouenue: OJTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: Santosh IIpoeepeno: Pardeep Kumar | Omo6peno: Menemxep / PykoBoaurens
Kumar Maurya E g : tf;—’ Amit Kumar X&’: —

= e
Reprint Date / Reprint Date / Reprint Date / '
JHara: 30.04.2024 Jara: 30.04.2024 Jara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories [td.
Formulation Unit-6

=
Dr. Red dY’S ‘;.. Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Tel: +31 93366 56001-02
CEPTUOUKAT AHAJIA3A www.crreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxkr: Keropon® Dkcnpecc (keToposiak) TablieTku, AuCIeprupyeMble B MOJIOCTH pTa, 10 mr

Batch No / : V2400643 Batch Quantity / : 3500000 tab /
Cepua Ne Ob6bem cepun 3500000 Tab
Analytical Report No / : 040002503061 Date of Analysis / : 30.04.2024
AHajinTHYECKHH oT4YeT No JlaTa anaiu3za

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jlara npoH3BoICTBA L'onen xo

Analysis performed according ND / Anann3 nposeaen mo H/I:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4 of 8/ Crp.4mu3 8
Jl;io Test / Iloxa3zatenn Results / Pe3ynbTaTsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYyeT 18/20 tablets - not more than = 10 %
OaHopoAHOCTH Macchl 2/20 tablets - not more than + 20 % /
18/20 Ttabnerox — He Gonee + 10 %
2/20 Tabnetox — He Honee = 20 %
5 Disintegration time / 00 min 20 sec / 00 mun 20 cek Not more than 3 min / He 6onee 3 mun
Pacnaagaemoctsb
6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 104% Not less than 75% (Q) of
. Ci15H13NO3*CsH 1 1NO;3 (ketorolac
Unit-2 / Ta61-2 9% tromethamine) in 15 min / He Menee
Unit-3 / Ta6bn-3 98% 5% (Q)  CisHisNO3*C4H 1 NO3
) (xeToponaka  TPOMETaMHH)  4Yepe3
Unit-4 / Ta6x-4 98% 15 MuH
Unit-5 / Tabn-5 98%
Unit-6 / Tabn-6 103%
7 Fineness of Dispersion/ Complies / CooTBeTcTBYeET A uniform suspension passing through a
JAucrnepecHoOCTD 710 pm sieve is formed. / O6pasyercs
ONHOPOJHAs CYCNEH3Hs, MPOXOISILast
CKBO3b CHTO C pasMepOM OTBEPCTHIA
710 MKM.
8 Related impurities / PoacrBeHHbIe mMpuMecH
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: Ilponykr cooTBeTcTBYeT TpeboBanusm HJJ 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Santosh IIposepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBoautesns
Kumar Maurya @ Q‘ﬁ/, Amit Kumar /Br, o
= o il
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.04.2024 Hara: 30.04.2024 Hara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel. +91 40 4900 2500, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN. LB51354P 13848 LC0O04 30T
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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpece (keToponak) TabaeTKH, AMCIIEPTUPYEMBIE B N10JIOCTH pTa, 10 Mr

Batch No / : V2400643 Batch Quantity / : 3500000 tab /
Cepus Ne O6bem cepun 3500000 Tab
Analytical Report No / : 040002503061 Date of Analysis / : 30.04.2024
AHaJHTHYeCKHH oTUeT No Jara anaansza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa mpoM3BOXCTBA T'oaen go

Analysis performed according ND / Auanus nposenen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 5 of 8/ Crp. Su3 8

ketorolac 1-hydroxy analog /
1-runpokcuananor

Below LOQ (LOQ = 0.0032 %) /
Huxe nipenena KoJIM4eCTBEHHOTO

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

KeTopoJjlaka onpenenenus (TTIKO = 0.0032 %)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-keToaHaNOr KeTOpOIaKa 0.07 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eTUHUY HasA
HeUJCHTHOULIMPOBAHHAS 0.03 %
npuMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma mpumeceit

9 Water / Bona 22 % Not more than 7.0% w/w /

He 6oiee 7,0 %

10 | Residual solvents by GC/ OcTaTouyHble OpraHn4ecKue pacTBOPUTEH

Isopropyl alcohol /
Hzonponaxon

06 pg/tab /
06 MKT B TabneTke

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

Rcmarks: The Product conforms to ND/
ITpumeuanue: IlpoaykT cooTBeTcTBYyeT TpeboBaHuaM HJT

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarororneno: Santosh IIposepeno: Pardeep Kumar | Ono6peno: Menemxep / PykoBoautens
Kumar Maurya (\E ]‘: Amit Kumar =’

Reprint Date / Reprint Date / Reprint Date /

JHata: 30.04.2024 Jata: 30.04.2024 Hara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indiz
Tel: +91 40 4900 2300, Fax: +41 4C 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLC004507
wwwe.drreddys.com




Dr. Reddy's Laboratories [td.
‘..' Formulation Unit-6
Y b Vill. Khol, Nalagarh Road, Baddi
Dr‘ Reddy S » Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxr: Keropon® Dkenpece (keToposiak) TableTky, AMceprupyeMsle B MOIOCTH pTa, 10 mMr

Batch No / : V2400643 Batch Quantity / : 3500000 tab /
Cepust Ne O6beM cepun 3500000 Tab
Analytical Report No / : 040002503061 Date of Analysis / : 30.04.2024
AHaauTHYECKHUI oTyeT No JlaTa aHaJm3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JdarTa npousBoacTBa Toxen no

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

Page 6 of 8 / C1p. 6 u3 8

11 | Microbial enumeration tests / Mukpo6uoJsiornueckas yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1iee uucio He 6onee 1000 KOE/r
a3pOOHBIX MUKpPO-

OpraHu3MOB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1iuee He 6onee 100 KOE/r

YHCNIO IPOMOIKEBBIX U
TUTECHEBBIX TPHOOB

¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBUE B 1 T
12 | Uniformity of dosage units / 3.6 Acceptance value (AV) not more than
OaHopoaHocTh 15.0 / ITpuemouHoe 3HayeHue (AV) He
J03UPOBaHUS 6onee 15,0.
13 | Assay/KoauuecTBeHHOE 10.0 mg/ 10.0 Mr From 90mg to 11.0mg of
onpeneseHue (99.7 %) CisH13NO3*CsH (NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
ao 1 1,0 Mr C15H13NO3‘C4H11N03
(xeroponaka TpoMetamuH) (ot 90,0 o
110,0 % OT 3asBJICHHOTO KOJHYECTBA) B

TabneTke
14 | Butylhydroxyanisole 0.0877 mg/tab / Not less than 0.042 mg/tab /
content / Coaep:xkaHue 0.0877 mr B TabneTke He menee 0,042 Mr B TabneTKe
6y TUATHAPOKCHAHM30AA
Remarks: The Product conforms to ND/ Conclusion; APPROVED /
[Ipumeuanue: Ilponykr coorseTcTBYET TpeboBanusim HJL 3axmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Santosh IpoBepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBoaurens
Kumar Maurya (P i Amit Kumar /L(;
= !
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.04.2024 Jara: 30.04.2024 JlaTta: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




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, IND|A
Tel : +91 98166 56001-02

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Dkcnpecc (keToposnak) TabaeTkH, AUcTieprupyeMbie B IOIOCTH pTa, 10 mMr

Batch No / : V2400643 Batch Quantity / : 3500000 tab /
Cepust Ne O0BeM cepun 3500000 Tab
Analytical Report No / : 040002503061 Date of Analysis / : 30.04.2024
AnannTHyecKunii oTyer No JlaTa ananmu3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa mpou3BoOAcCTBA TomeH go

Analysis performed according ND / Ananns nposenen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 70f 8 /Ctp. 7u3 8

15 Package / YnakoBka

10 tablets in a Dblister

(PA/AL/PE

foil.

6nuctepe U3
Biaronoraoturenem/[13BIT)

NPHMMEHEHHUIO B
KapTOHHYIO.

with
desiccant/HDPE) foil // (PE/AL)
2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 TabneTok B
(TTA/AJUIID ¢

donsru // (II3/AJT) donsru. Io
2 6nmucTepa ¢ HMHCTPYKUMEH IO
na4xy

of | 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 6mucrepe uz (ITA/AJITIOD ¢
piaronoriotutenem/[19BIT) donvru //
(I13/AJT) donbru. Io 1 wiu 2 6ucTepa
C UHCTPYKIMEH MO NPUMEHEHUIO B
Na4yKy KapTOHHYIO.

16 Labeling / MapkupoBka

According to ND / B coorerctBuu ¢ HJT

17 | Storage conditions /
XpaHeHue

Below 25 °C. / IIpu tTemneparype He Boiuze 25 °C.

18 Shelf life / Cpox rogHocTu

2 years / 2 roga

* 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 JeKapCTBEHHOI0 NMpenapaTa KOHTPOJIbL KauecTBa Mo nokasartesiio « MukpoGHooruyeckast
YHCTOTA» MPOBOJMTCS JJIA Kaxaoi 20-0ii cepuu, HIIM AN OAHOI CEPHM B roj, B 3aBUCHMOCTH OT TOT0, YTO

HACTYIIMT paHbLIE.

Remarks: The Product conforms to ND/
ITpumeudanue: [IpogykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion: APTROVED /
3akmouenne: OJIOBPEHO

Jara: 30.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Santosh ITpoeepeno: Pardeep Kumar | Omobpeno: Menemxkep / PykoBogurens
Kumar Maurya Amit Kumar <L

. (&“\/
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.04.2024

Hara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr. Reddy's Laboratories |td.
Formulation Unit-6

Pe
Dr. Reddy’s ‘.... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
CEPTI/IMAT AHAJIN3ZA www.drred dys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon™ Dkenpece (keroponak) TabieTky, AMcneprupyeMeie B MojocTy pra, 10 mr

Batch No / : V2400643 Batch Quantity / : 3500000 tab /
Cepun Ne O6bem cepun 3500000 Tab
Analytical Report No / : 040002503061 Date of Analysis / : 30.04.2024
AHaguTHYecKHuii oTyeT No Jara anannza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JiaTa npoH3BOJICTBA I'ogen po

Analysis performed according ND / Ananu3s nposenen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8 / Crp. 8 u3 8

API name / HaumenoBanue A®PC: Ketorolac tromethamine / Ketoponaka
TPOMETaMUH

INN / MHH: Ketorolac / Keroponak

API manufacturer batch number / ABRHO001226, ABRH001225

Homep cepuu npoussoauteas ADC:

FP Manufacturer API Batch number / FERA00141, FERA00142

Homep cepun cy6ctanuum npoussoaurtens I'JID:

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

IlpousBogutesnr A®C, cTpana: Ji-p Pennu'c Jlaboparopuc JIta., Munus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: ITpoaykt cooTBeTcTBYET TpeboBanusam HJI 3akaouenne: OTIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Honrorornexo: Santosh IIpoBepeno: Pardeep Kumar | Omo6peno: Menemxep / Pykosoauresns
Kumar Maurya Amit Kumar el

% of - 2

Reprint Date / Reprint Date / Reprint Date/
Hara: 30.04.2024 Hara: 30.04.2024 Hara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLL004507
www.drreddys.com



