S
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Di. Reddv's Laboratories {td
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badidi,

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

Tel 1 +91 98166 56001-02

CEPTU®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Okenpecc (keToposnak) TabaeTkH, AUCTIeprupyeMple B NOJIOCTH pTa, 10 Mr

Batch No / 1 V2302440 Batch Quantity / : 3600000 tab /
Cepusn Ne O0bem cepuu 3600000 Tab
Analytical Report No / : 890001704888 Date of Analysis / : 12.12.2023
AHAJINTHYECKHI oTyeT No JlaTa ananusa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npousBoacTBa I'ogen no

Analysis performed according ND / Ananu3 nposeaen mo HI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenue Nel ot

27.12.2021, m3menenne Ne2 ot 11.11.2022)

Page 1 0of8/Crp. 1 u3 8

No

Test / Iloka3zaTensb
No

Results / Pe3ynpratsl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnsle, mockue
TabneTku ¢ ackoif, cBeTyo-
XKEJITOTO 1IBETa C IPaBHPOBKOM
«|» Ha ofiHOI cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrnsle, nnockue Tabnetku ¢ dpackoi,
CBETJIO-XETOro LBETa C IpaBUPOBKOM
«|» Ha OIHOH CTOpOHE.

2 Identification / IToJIMHHOCTH

Ketorolac / Kemoponak

a) Byuv/
Y®-cnexrpodoromerpus

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-ciekTpsl
TIOTJIOLIEHHS HUCIIBITYEMOr0 pacTBopa u
pacTBopa  CTaHZapTHOro  ofpasua
KeTopoJiiaka TpPOMETaMWHA  JOJDKHEI
HUMETh MAaKCUMYMBI TIPH OIHO# 1 TOM e
JUTHHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanne: IIpoaykT cooTBeTcTBYET TpeGoBanusaM HJJ 3akawyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneno: Shiyani Devi | IIposepeno: Rama Kant Ono6peno: Menemxep / Pykosoauntens

} ']"P i@&@_ Manoj Kumar ”
Reprint Date / Reprint Date / | Reprint Date /
Jara: 12.12.2023 Hata: 12.12.2023 Jlara: 12.12.2023

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderakbad - 500034, Telangana, India

Tel, +91 40 4900 2900, Fax: +91 40 4900 29929, Email: mail@drreddys.com

195AP1984PLCCOA507

wwsw.drreddys.com

CIN: L




Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS ' *70 7000 2000its
CEPTH®UKAT AHAJIA3A e

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpecc (keToposak) Tab1eTky, AUCIEPrUpyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2302440 Batch Quantity / : 3600000 tab /
Cephs Ne Oobem cepru 3600000 Tab
Analytical Report No / : 890001704888 Date of Analysis / : 12.12.2023
AHAMMTHYECKHH O0TUeT No Jara anajausa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JlaTra nponsBoacTBa T'onen o

Analysis performed according ND / Ananus nposenen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenne Nel ot
27.12.2021, u3menenne Ne2 ot 11.11.2022)

Page 2 of 8 / Ctp. 2 u3 8

No

Test / Iloka3zarenn
Ne

Results / Pe3ynbTaThl

Specification / Hopma

b) By HPLC/BOXX

Complies / CooTseTcTBYET

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 ynepxuBaHuA
OCHOBHOTO IHKa Ha XpOMaTorpamme
HCTIBITYEMOTO  pacTBopa  JOJKHO
COOTBETCTBOBATh BpEMEHH
YAEPXKHBAHUA OCHOBHOTO TNHKa Ha
XpoMaTorpamme pacTBOpa
CTaHJapTHOro ofpasla KeTopoJiaka
TpOMeTaMHHa (pa3znen
«KomnuuecTBeHHOE ONpeIeNieHne»).

Remarks: The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooTBeTcTBYeT TpeGoBanusam HJT

Conclusion: APPROVED /
3aknwyenne: OJJOBPEHO

Prepared by /
{loaroroeneno: Shivani Devi

AT

Checked by /
Ilpoeepeno: Rama Kant

Bk

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosogurens
Manoj Kumar '

Reprint Date / Reprint Date / Reprint Date /
Hara: 12.12.2023 Jara: 12.12.2023 Hara: 12.12.2023
Registored Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +81 40 4500 2900, Fax: +91 40 49Q0 2929, Email: mail@drreddys.com

CIN: L35195AP1984PLCON4507
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Dr. Reddy's Laboratories i_td.
Formulation Unit-6

- Q%
Dr' Reddy S ‘... Vill. Khol, l\_”rillfl:’)r|‘. Road, B;?dcii,

Distt. Solan, H.P., 172 205, INDiA
CERTIFICATE OF ANALYSIS ~ |©/' /712700 2000bte
CEPTHU®UKAT AHAJVM3A e
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Keropon® Dkcnpecc (keToposak) TablIeTKy, AUCTIEprupyembie & nonoctH pra, 10 mr
Batch No / 1 V2302440 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepuu 3600000 Tab
Analytical Report No / : 890001704888 Date of Analysis / 1 12.12.2023
AnpajluTH4yecKnii oTuer Ne JlaTa aHaau3a
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JaTa npousBoacTBa I'open no
Analysis performed according ND / Anann3 nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot
27.12.2021, nzmenenue Ne2 ot 11.11.2022)
Page30of 8/ Crp.3 u3 8
1}00 Test / IokasaTenb Results / Pe3ynbTathl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IToa/IMHHOCTD butylhydroxyanisole peaks on the
Oy THITMIPOKCHAHH30JI 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 yInepXHBaHHA
OMKOB  2-OyTWITHApPOKCHAHM30MA U
3-0yTHITHAPOKCHAHU30M1a Ha
XpOMaTorpamme HCTIBITYEMOTO
pacTBopa HOKHBI COOTBETCTBOBAThH
BpEMEHaM  YIEp)XHBaHUA  ITHKOB
2-0y TWITHAPOKCHAHU30Ma "
3-6y THITHAPOKCHAHU30MIA Ha
XpoMarorpamme pacTBopa
CTaHAapPTHOTO obpasua
Oy THITHIPOKCHAHH30JIa (paznen
«Conepxanue
OYTHITHIPOKCUAHU30TIaY).
4 Average weight / Cpennsis 69.6 mg / 69.6 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot 67,2 mr o 72,8 Mr (70,0 mr+ 4,0 %).
Rcmarks: The Product conforms to NDY/ Conclusion: APPROVED/
IMpumeyanue: [IpoaykT cooTBeTcTBYeT TpebopanusM HJ| 3axmwodenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTtosneno: Shivani Devi | [IpoBepeHo: Rama Kant OpnobpeHo: Menemxep / Pykosonurens
A ‘7/ M C&‘ Manoj Kumar @/ﬂ
Reprint Date / Reprint Date / Reprint Date /
Hata: 12.12.2023 Hara: 12.12.2023 Jlata: 12.12.2023
Ruogistered Office: 8-2-327, Road No. 2, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +21 A0 4900 2900, Fax: 91 40 4800 2989 2l rnail@drreddys.com
CIN: LE51954P 1984PLCO04507

vy drreddys,com




Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

CEPTHUO®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sclan, H.P.,, 173 205, INDIA
Tet ;421 93166 56001-02
www.drredcys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dxenpece (keToposiak) TabaeTky, NUCIeprupyeMble B HOIOCTH pTa, 10 Mr

Batch No / : V2302440 Batch Quantity / : 3600000 tab /
Cepns Ne O0Bem cepun 3600000 Tab
Analytical Report No / : 890001704888 Date of Analysis / : 12.12.2023
AHaJuTHYECKHH 0T4yeT Ne JlaTa ananusa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JaTa npousBoacTBa TI'onen ao

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

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page4of 8/ Crp. 4 u3 8
i.? Test / IlokazaTenb Results / Pe3yneTathl Specification / Hopma
Uniformity of weight / Complies / CootBeTCTBYET 18/20 tablets - not more than + 10 %
OHOPOAHOCTH MacChl 2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He 6onee + 10 %
2/20 Tabnetox — He 6onee £ 20 %
5 Disintegration time / 00 min 21 sec / 00 mus 21 cex Not more than 3 min / He 6onee 3 Mun
Pacnapaemoctb
6 Dissolution / PacTBopenue Unit-1/ Ta6a-1 98% Not less than 75% (Q) of
. CisH13NO3*C4H 1 NO3 (ketorolac
Unit-2 / Tab-2 99% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 98% 75% (Q)  CisHisNO3*CsH;1NOs
. . (xeroposiaka  TpOMETaMMH)  4epe3
Unit-4 / Ta6n-4 100% 15 MuH
Unit-5 / Tabn-5 99%
Unit-6 / Ta6n-6 100%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTs 710 pm sieve is formed. / Obpasyercs
ONHOpOIHAs CYCHEH3Wd, HPOXOoIsIas
CKBO3b CHTO C pa3MepoM OTBepCTHid
710 MKM.

Remarks: The Product conforms

ITpumeuanue: [Ipoaykr cooTBeTcTBYeT TpeboBanusm HJJ

to ND/

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: Shivani Devi | Ilpoeepeno: Rama KE"IEI OnobpeHo: Menemxkep / Pykosogutens

" ! Manoj Kumar 2

/5 ) i~ ’ et

Reprint Date / Reprint Date / Reprint Date /
Hara: 12.12.2023 Hara: 12.12.2023 Jara: 12.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tol: +91 40 4900 2900, Fax; +91 40 4900 2998, Email: mail@drreddys.com

CIN: L35185AP1934PLCO04507

wwiwv.drieddys.com



Dr. Redlcv's Laboratories Lid
K Forrmulation Unit-6
Dr.Reddy’s €3® Formulaton Units
r. e y s .. /ill. Khol, Malagarh Road, Bacldi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: +91 98166 56001-02
wwiw.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpece (keToponak) TabneTku, ucneprupyembie B MOJIOCTH pra, 10 Mr

Batch No / : V2302440 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepun 3600000 Tab
Analytical Report No / : 890001704888 Date of Analysis / : 12.12.2023
AHaIHMTHYECKHI oTueT No Jlara aHaJiM3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JaTa npou3BOACTBa I'open o

Analysis performed according ND / Ananu3 nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel or

27.12.2021, uamenenne Ne2 ot 11.11.2022)

PageS5of8/Crp.Su3 8

8 Related impurities / PoacTBeHHble npumecH

ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %

1-ruapoxcHaanor IIvxe npeacna obHapyxcHus (ITO =
KeTopoJiaka 0.0010%)
ketorolac 1-keto analog/ 0.05 % Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHasor KeTopoaka
Any unidentified impurity / 0.01 % Not more than 0.5 % / He 6onee 0,5 %
e IMHUYHAs
HeUeHTHHUIUPOBAHHAS
NpUMeECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumecei
9 Water / Bona 2.7 % Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTo4yHbie OpraHuiecKue pacTBOPUTENH
Isopropyl alcohol / 4 pg/tab/ Not more than 350 pg/tab /
H3omponaHon 4 Mkr B TabneTke He Gonee 350 mxr B TabneTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: Ilponykr coorBercTByeT TpeboBanusM HJI 3akaouyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Noarorosneno: Shivani Devi | IIpoBepeHo: Rama Kiﬂt Onobpeno: Menemxkep / PykoBoaurens
/’/ ~ - 1
A 9 ‘ﬁ/ Manoj Kumar Mol
Reprint Date / Reprint Date / Reprint Date /
Jlara: 12.12.2023 Jarta: 12.12.2023 Jara: 12.12.2023
Rapistered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India -
Tal: +91 410 4900 2900, Fax: +91 40 4200 299¢, Email: mail@drreddys.com

Cli: L35125AP1984PLC004507
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Dr. Reddy's Laboratories itd.
Fermulation Unit-6

@ e
Dr‘ Reddy,s ‘.... Vill, Khot, Nalagarh Road, Bacldi,

Distt. Solan, H.P., 173 205, IND|A

CERTIFICATE OF ANALYSIS f‘j‘\ a jl e ”IO]OL 0l
CEPTU®UKAT AHAJIM3A R een

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon®™ Okenpece (keToponak) TabNeTky, AMCIEprUpyeMbie B nojocty pra, 10 mr

Batch No / : V2302440 Batch Quantity / : 3600000 tab /
Cepusn Ne O6Bem cepuu 3600000 Tab
Analytical Report No / : 890001704888 Date of Analysis / : 12.12.2023
AHaJMTHYECKHIi 0Tyer Ne Jara ananusa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JlaTa npou3BoACTBA Lonen a0

Analysis performed according ND / Ananun3s nposeaen nmo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3menenne Nel or

27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page 6 of 8/ Ctp. 6 u3 8

11 | Microbial enumeration tests / Mukpo6uosoruyeckas yucrora*

Count / O61iee 11Ucno
a’pOOHBIX MUKPO-

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /

He 6onee 1000 KOE/r

YUCJIO APOXIKEBBIX
TJICCHCBBIX l"pHGOB

OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1ee He 6onee 100 KOE/r

¢) Escherichia Coli

NA Shell be absent in 1 gram /
OtcyrcTBHE B 1 T

12 | Uniformity of dosage units / 53 Acceptance value (AV) not more than
OaHopoaHOCTL 15.0 / IpuemouHoe 3HaueHue (AV) He
A03UpOBaAHHSA 6onee 15,0.

13 | Assay/KoaunuecrBeHHoe 9.9mg/9.9 mr From 90mg to 11.0mg of
onpejae/IeHne (99.1 %) Ci5H13NO3*C4H 1 NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
J0 1 1,0 Mr C|5H|3NO3'C4H| 1NO3
(ketoponaka TpometamuH) (oT 90,0 mo
110,0 % OT 3aABNIEHHOTO KOJMYECTBa) B

TabneTke
14 | Butylhydroxyanisole 0.0977 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0977 mr B TabneTke He menee 0,042 mr B TabneTke
OyTHJIrHAPOKCHAHH30J1a
Remarks: The P'roduct conforms to MND/ Conclusion: APPROVED /
IMpumeuanue: IpoaykT coorseTcTBYET TpeboBanusm HJI 3axaouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotorneno: Shivani Devi | I[Iposepeno: Rama Kant Ono6peHo: Menemxkep / Pykosoaurtens
Arf’ l\% Manoj Kumar %
Reprint Date / Reprint Date / Reprint Date /
Jara: 12.12.2023 Jara: 12.12.2023 Jara: 12.12.2023
Registered Office: §-2-227, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

ol w91 40 5900 2900, Fax; +91 40 4900 2999, Email: mail@drredadys.com
SAF1984FLCI0A507
waewsdrreddys.com
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Dr. Reddy's Lahoratories L

Formulation Unit-6

[ X3
Dr‘ Reddy,s ‘,... Vill. Iﬁli..u:)i, Malazarh Road, Baddli,

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

CERTIFICATE OF ANALYSIS fal : 9% 98166 &
CEPTU®HKAT AHAJIN3A ww.drreddys.com

8166 56001-02

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkcnpecc (keToposak) TableTkH, AMCTeprupyemMle B MOJIOCTH pra, 10 mr

Batch No / 1 V2302440 Batch Quantity / : 3600000 tab /
Cepna Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001704888 Date of Analysis / : 12.12.2023
AHAJIMTHYECKHIT 0TUeT Ne JlaTa anaju3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JlaTa npoH3BOACTBA I'onen no

Analysis performed according ND / Ananus nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 70f 8/ Crp. 73 8
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin a 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
toil. 2 blisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Tabuerok B 6auctepe u3 (ITA/AJI/IID ¢
pack. / Tlo 10 Tabmerox B | maromornotutesem/IIOBII) donbru /
6mucrepe u3  (MA/AJVIID ¢ | (IID/AJT) doneru. Io 1 wiu 2 Gauctepa
piiaronornorurenem/[19BIT) C HUHCTPYKLMEH IO NPUMEHECHUIO B
donsru // (II3/AJ1) doneru. [To | mauky KapTOHHYIO.
2 6GnucTepa ¢ MHCTPYKLHEH MO

PHMEHEHHIO B nayky
KapTOHHYIO.

16 | Labeling / MapknpoBka According to ND / B cootserctuu ¢ HJI

17 | Storage conditions / Below 25 °C. / Ilpu Temniepatype He Bbiuze 25 °C.

XpaHeHue

18 | Shelf life / Cpok rogHocTn 2 years / 2 roja

* 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 JIEKAPCTBEHHOr0 Npenapara KOHTPOJL Ka4ecTBa no nokasareio « Mukpobnonoruyeckas
YHCTOTA» NPOBOAUTCS AUTs KaxA0i 20-0ii cepHH, WM A/I5 OHOH CEPUH B IOJ, B 3aBHCHMOCTH OT TOr0, YTO
HACTYNUT paHblle,

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Iponykt coorBeTcTBYET TpeboBanuam HJI Sakawyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: Shivani Devi | IlposepeHo: Rama Kant Ono6peno: Menemkep / PykoBoauTenb

A ]/ M uﬁ Manoj Kumar @Lﬂ’;ﬂ
Reprint Date / Reprint Date / Reprint Date /
Hara: 12.12.2023 Hara: 12.12.2023 Hara: 12.12.2023

Reristored Office: 8-2-337, Hoad No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india

Tel: 91 A0 4800 2800, Fax; +81 404900 2 ails mail@drreddys.com

Clid: LE5195AP

vwwdireddys.euim




Dr. Reddy's Laboratoiies itd

.. Formulation Unit-6
Dr- Reddy,S q... Vill. Khol, Nalagarh Road, Baddi,
i Distt. Solai, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS ~ /o/-*7: 9500 5000802
CEPTUO®UKAT AHAJIU3A Www.driegdys.com

ﬁ’roduct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[ Ipoayxrt: Keropon® Dkcnpecc (keTopouiak) TableTkH, AMCIIeprupyembie B MoaocTy pra, 10 mr

Batch No / : V2302440 Batch Quantity / : 3600000 tab /
Cepust Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001704888 Date of Analysis / : 12.12.2023
AHAJIMTHYECKHH oTUeT No JlaTta aHanau3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jdara nmpou3BoacTBa T'onen no

Analysis performed according ND / Ananus nposeaen nmo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenune Nel ot

27.12.2021, usmenenue Ne2 or 11.11.2022)

Page 8§ of 8/ C1p. 8 u3 8

API name / Haumenosanne AQC: Ketorolac tromethamine / Ketoposnaka
TPOMETaMUH

INN / MHH: Ketorolac / Keroponak

API manufacturer batch number /

Homep cepun npouseoautens ADC: ABQH05SEY

FP Manufacturer API Batch number /

Homep cepun cydctanuuu npounspoautens [JID: TR

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

ITpousBoautenb APC, cTpana: I-p Pennu'c JJaboparopuc Jitn., Muaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: [TponyxT cooTBercTBYeT TpeboBanusm HJL 3akawuyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
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