Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories itd.

Formulation Unit-6

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

CEPTHUOUKAT AHAJIN3A

www.drreddys.com

Pro duct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkcnpecc (keToponak) TabiieTku, AUCIeprupyeMble B OJI0CTH pTa, 10 Mr

Bat<h No / : V2301310 Batch Quantity / : 3600000 tab /
Cepha Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001675739 Date of Analysis / : 24.07.2023
AHalTHyecKkuii oTyer Ne Jata anainza

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
HdaTanpousBoacrsea I'onen no

Analysis performed according ND / Auanus nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page1of 8/ Crp. 1 u3 8

No

Test / IToka3aTesb
Ne

Results / PesysabTaTs!

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrasle, nnotxue
TabJNeTKH ¢ (ackoif, CBeTIO-
XKENTOro LBETa C TPABUPOBKOM
«l» Ha OJTHOM CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrunsle, miockue TabaeTku ¢ packoi,
CBETJIO-XKEJITOTO L[BETA C IPaBUPOBKOMH
«» Ha OJIHO}1 CTOpOHE.

2 Identification / ITogTuHHOCTEL

Ketorolac / Kemoponak

ay ByUVv/
Y®-cnekrpodoromeTpust

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpbl
MOTJIOMIEHHS UCIIBITYEMOTO PacTBopa 1
pacTBOopa  CTaHAapTHoro  ofpasiua
KETOpOJiaka TPOMETaMHHA  JOJKHBI
MMETb MaKCMMYMBI [IPDH OJIHOM U TOM e
JUTUHE BOJNHBL (£ 2 HM).

Remarks: The Product conforms to ND/

ITpumeuanne: lpoaykt cooTBeTcTBYET TpeOoBaHusM HJJ

Conclusion: APPROVED /
3axmwoyenue: OJJOGPEHO

Prepared by /
[Tonrorosneno: Shivani Devi

Checked by /
[Iposepeno: Pardeep Kumar

A

Approved by: Manager/Executive /
Onob6peno: Menemxep / PykoBopurens
Manoj Kumar r._"ln B fj

AT
Reprint Date /
Jlata: 24.07.2023

Reprint Date /
Jara: 24.07.2023

Reprint Date /
JHata: 24.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, |ndia
Tel: +91 40 4300 2960, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC004507

www.drreddys.ccm




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTHUOUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxkr: Keropon® Dxcnpecc (keToposiak) TabaeTky, AUCIeprupyeMele B HonocTH pra, 10 mr

Bat¢h No/ : V2301310 Batch Quantity / : 3600000 tab /
Cephs Ne O06bem cepun 3600000 Tab
Analytical Report No / : 890001675739 Date of Analysis / : 24.07.2023
AHa)uTHYeckuii oTueT No Jara amainsa

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
HdaTa npouszsoacTea TI'onen o

Analysis performed according ND / Ananu3 nposexen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel or

27.12.2021, n3menenune Ne2 or 11.11.2022)

Page 2 of 8 /Crp. 2 u3 8

No

Test / IToxa3aTesib
Ne

Results / Pe3yabTaThl

Specification / Hopma

b) ByHPLC/B3XX

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  ynepxuBaHUA
OCHOBHOTO IMKa HAa XpoMaTrorpamme
HCIILITYEMOTO ~ pacTBopa  JAOJIKHO
COOTBETCTBOBATh BpEMeHH
yIOEepXUBaHUS OCHOBHOTO IIMKa Ha
XpOMaTorpamme pacTeopa
CTaHIapTHOrO KeTopoJiaKa
TpOMETaMHUHa (pazmen
«KonmgecTBeHHOE ONpeeNICHUEY ).

obpasua

Remarks: The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusaMm HJT

Conclusion: APPROVED /
3akmoyenue: OJIOBPEHO

Prepared by /
Tonrorosneno: Shivani Devi

17

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Mernemxep / Pykosogurens

Manoj Kumar 2 )
et

Reprint Date /
Jara: 24.07.2023

Reprint Date /
Jata: 24.07.2023

Reprint Date /
Jlata: 24.07.2023

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: mail@drreddys.com
CIN: L85195AP1584PLCO04507

www.drreddys.ccm



Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HNpoaykr: Keropon® Dkcnpecc (xeToponak) TabneTku, AUCNEPrHPYEMBbIC B T0IOCTH PTa, 10 Mr

Batch No / : V2301310 Batch Quantity / : 3600000 tab /
Cephsa Ne O0nem cepun 3600000 Tab
Analytical Report No / : 890001675739 Date of Analysis / 1 24.07.2023
AHAIMTHYECKHH oTUeT Ne Jlara anaau3za

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JaTa npon3BoacTBA TI'open no

Analysis performed according ND / Anamm3 nposeaen mo HJI:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, nuzmenenue Ne2 or 11.11.2022)

Page 3 of 8/ Crp. 3 n3 8

ioo Test / [lokazaTensn Results / PesysibTaThl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoauHHOCTH butylhydroxyanisole peaks on the
OyTUITHAPOKCHAHHU301 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 yAepXXHBaHUA
NMKOB  2-OYTWITMAPOKCHAHU30Na H
3-6yTHATUAPOKCUAHH30a Ha
XpoMaTorpamme UCIIBITYEMOro
pacTBOpa JOMKHBI COOTBETCTBOBATH
BpEeMeHaM yAePKUBAHUA ITHKOB
2-0yTUITHAPOKCHAHU301a u
3-0y TUITHAPOKCHAHH30JIA Ha
XpoMarorpaMmme pacTBopa
CTaHIapTHOTO obpasua
OYTUITMIPOKCHAHU30TIA (paznen
«CopaepxaHue
OYTHITHAPOKCHAHN30M1aY).
4 Average weight / Cpennsas 69.2 mg/ 69.2 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
macca Ot 67,2 Mmr 10 72,8 Mr (70,0 Mr +£4,0 %).

Remarks: The Product conforms to ND/
[Mpumeuanme: Ipoaykr coorBeTcTBYeT TpebosaHuaM HJI

Conclusion: APPROVED /
3axmouenne: OJJOGPEHO

Jara: 24.07.2023

Jlara: 24.07.2023

Prepared by / Checked by / Approved by: Manager/Executive /
TMogroroeneno: Shivani Devi | IIpoeepeno: Pardeep Kumar | Ono6peHo: Menemxkep / PykoBoguTesb

A ’/ . Manoj Kumar L / ujl
Reprint Date / Reprint Date / Reprint Date /

Jara: 24.07.2023

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: mail@drreddys.com
CIN: L85195AP1584PLCO04507

www.drreddys.ccm




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dkcnpece (keroponak) TablieTky, AMCICPrUpyeMble B IOJNIOCTH pTa, 10 Mr

: 3600000 tab /

Batch No / : V2301310 Batch Quantity /

Cepus Ne O6beM cepuu 3600000 Tab
Analytical Report No / : 890001675739 Date of Analysis / : 24.07.2023
AHaJIuTHYecKHH OoTYeT No JlaTa ananusa

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JdaTa nponssoacTsa I'onen no

Analysis performed according ND / Auann3s nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenne Nel ot

27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page 4 of 8 /Crp. 4u3 8

No

Test / [lokazaTenanb
Ne

Results / Pe3yabTaThl

Specification / Hopma

Uniformity of weight /
OxHOPOIHOCTH MACChI

Complies / CooTBeTCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He Gonee + 10 %
2/20 tabnetok — He G6osee + 20 %

5 Disintegration time /

00 min 21 sec / 00 mun 21 cex

Not more than 3 min / He 6oiiee 3 MuH

Pacnagaemoctb
6 Dissolution / PacTBopenue Unit-1 / Ta6n-1 100% Not less than 75% (Q) of
. Ci15sH13NO3C4H 1 NO; (ketorolac
Unit-2 / Ta611-2 9% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 103% 75% (Q)  CisHisNO3*C4HiNO;3
i . (xeToponaka  TPOMETaMHUH)  4Yepe3
Unit-4 / Ta6bn-4 103% 15 My
Unit-5 / Ta6iu-5 99%
Unit-6 / Ta61-6 99%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JducnepcHocTh 710 pm sieve is formed. / O6pa3syercs

OIHOPOJAHAS CYCMEH3Us, MPOXOIAILas
CKBO3b CHTO C pa3MepOM OTBEpCTHUI
710 MKM.

Remarks: The Product conforms

to ND/

ITpumeuanmne: [IpoaykT cooTBeTcTBYET TpeboBanusm HJL

Conclusion: APPROVED /
3axarouenne: OJOBPEHO

Prepared by /
IToarotoeneno: Shivani Devi

AT

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoguTels
Manoj Kumar J)} et

Reprint Date /
Hara: 24.07.2023

Reprint Date /
Hata: 24.07.2023

Reprint Date /
Jara: 24.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC0O04507

www.drreddys.ccm



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 : 491 98166 56001-02

CEPTUO®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykTt: Keropon® Dkenpece (keToposak) TableTku, AMCIIEpPrHpyeMble B ITOIOCTH pTa, 10 Mr

Batch No/ : V2301310 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepuu 3600000 Tab
Analytical Report No / : 890001675739 Date of Analysis / : 24.07.2023
AHAIHTHYECKHI oTyeT Ne Jarta asasnsza

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
HdaTa npon3BoacTBa T'ogen no

Analysis performed according ND / Ananu3s nposeaen no H/L:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, usmenenne Ne2 ot 11.11.2022)

PageSof 8/ Ctp. S5u3 8

8 Related impurities / PoacTBenHble npumecu

ketorolac 1-hydroxy analog /
1-ruapokcuananor

Below LOD (LOD = 0.0010 %) /
Huxe npenena o6napyxenus ([10 =

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

KeTopoJiaka 0.0010 %)
ketorolac 1-keto analog/ 0.03 % Not more than 0.8 % / He 6osiee 0,8 %
1-KeToaHaAJIOT KeTOpOJIaka
Any unidentified impurity / 0.06 % Not more than 0.5 % / He 6onee 0,5 %
eAMHUYHasA
HeuAEHTADULUPOBAHHAS
HpUMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceit

9 Water / Bona 32% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTOuHbBIe OpraHH4ecKHe pacTBOPHTENH

11 pg/tab/
11 Mkr B TabneTKe

Not more than 350 pg/tab /
He 6onee 350 mkr B Tabnetke

Isopropyl alcohol /
H3zonponaHon

Conclusion: APPROVED /
3akmwouenue: OJIOGPEHO

Remarks: The Product conforms to ND/
[Mpumeuanue: IIpoaykT coorseTcTBYET TpeboBanusam HJI

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Shivani Devi | [Iposepeno: Pardeep Kumar | Omo6peno: Menemxkep / PyI{OBO Telb
i’]"’ ' Manoj Kumar ?’4
= mAlLLE:
Reprint Date / Reprint Date / Reprint Date /
Jata: 24.07.2023 Hata: 24.07.2023 Jara: 24.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLCO04507
www.drreddys.ccm



q..a Dr. Reddy's Laboratories Lid.

’ e Formulation Unit-6

Dr‘ Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIHU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon™ Dxenpece (keToposiak) TabeTky, AMcTieprupyemble B M10J10CTH pra, 10 mr

Batch No / : V2301310 Batch Quantity / : 3600000 tab /
Cepusa Ne OoBpem cepun 3600000 Tab
Analytical Report No / : 890001675739 Date of Analysis / : 24.07.2023
AHauTHYIeCKHH oTyeT No Hara ananusa

Date of Manufacture / : Jul.2023 Date of Expiry / ¢ Jun.2025
HdaTa npouszBoacTBa T'onen no

Analysis performed according ND / Ananu3 nposegen nmo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, usmenenue Ne2 or 11.11.2022)

Page 6 of 8/ Ctp. 6 n3 8

11 Microbial enumeration tests / Mukpo6uonoruyeckasi yucrora*

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1iee uncno Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MUKPO-

OpraHU3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g/
and moulds count / O6uee Memnee 10 KOE/r He 6onee 100 KOE/r

YUCIIO JPOIOKEBBIX U
TUIECHEBBIX MPUOOB

¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OrcyrcTBYyeTB 1 T OtcytcTBHE B 1 T
12 | Uniformity of dosage units / 4.5 Acceptance value (AV) not more than
OaHopoaHoCTh 15.0 / IlpuemouHoe 3HaueHune (AV) He
JNO3UPOBAHHUS Gonee 15,0.
13 Assay / KoiimuecTrBeHHOe 9.9mg/9.9 mr From 90mg to 11.0mg of
onpeaejieHue (98.6 %) CsH13NO3C4H;NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
pi(e} 11,0 MrIr C15H13NO3‘C4H11NO3
(xetoponaka TpomeramuH) (ot 90,0 mo
110,0 % OT 3asBAEHHOTO KOJINYECTRA) B

TabyieTke
14 | Butylhydroxyanisole 0.0956 mg/tab / Not less than 0.042 mg/tab /
content / CopepxxkaHue 0.0956 mr B Tabnerke He menee 0,042 mr B Tabnetke
Gy THArHAPOKCHAHM30J1a
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanusm HJI 3axkmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[MToarortosneno: Shivani Devi | IIposepeno: Pardeep Kumar | Ogobpeno: Menemxkep / Pykosoantens

/&f\/ j - Manoj Kumar | M

Reprint Date / Reprint Date / Reprint Date /
Jara: 24.07.2023 Hara: 24.07.2023 Jata: 24.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29G0, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com
CIN: L85195AP1584PLCO04507
www.drreddys.ccm



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®HUKAT AHAJIM3A

Tel : 491 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxt: Keropon® Dkcnpece (ketoposnak) TabieTky, AUCIIEPTUPYEMBIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2301310 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001675739 Date of Analysis / : 24.07.2023
AnajiuTHdeckmi oTyer Ne Jara ananunza

Date of Manufacture / : Jul.2023 Date of Expiry / ¢ Jun.2025
Jara npoussoacraa Y'onen go

Analysis performed according ND / Ananu3s nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel ot

27.12.2021, n3amenenue Ne2 ot 11.11.2022)

Page 7of 8/ Crp. 7u3 8

15 Package / YmakoBka 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 Tabnerok B
6nucrepe w3 (ITA/AJVIID ¢
BnaronoriotuteneM/[I1DBIT)
¢oneru // (II3/AJT) donsru. ITo
2 GmucTepa ¢ HHCTPYKIHMEHR 110
NPUMEHEHHIO B nayKy
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. / [To 10
tabnerok B 6nucrepe u3z (ITA/AJI/TID ¢
Biaronornorutenem/[19BII) ¢onbru //
(IT3/AJT) donvbru. ITo 1 unu 2 6nucTepa
C MHCTPYKLHEH [0 NPUMEHEHWIO B
Mayky KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBeTcTBHE ¢ H]T

XpaHeHue

17 Storage conditions /

Below 25 °C. / Ilpu Temnepatype He Boiuie 25 °C.

18 Shelf life / Cpok roaHoctu

2 years / 2 roza

* 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.
* JIpn BBINYyCKeE JIEKAPCTBEHHOI0 NPENapaTa KOHTPOJIb KA4eCTBa M0 MoKa3aTeao « MUKpooHoioruyeckas
YHCTOTA» MPOBOAUTCS ANA Kakao# 20-oii cepuu, WM AJIst OAHOM CePHH B roli, B 3aBUCHMOCTH OT TOr0, YTO

HAaCTYNIUT paHbLIeE.

Remarks: The Product conforms to ND/
ITpnmedanue: IlponykT coorBeTcTBYET TpeboBanmsam HJI

Conclusion: APPROVED /
3axmodenne: OJIOBPEHO

Prepared by /

AT

IMoarorosneno: Shivani Devi

Checked by /
Ilposepeno: Pardeep Kumar

=

Approved by: Manager/Executive /

OnobpeHo: Menemkep / PykoBoauTesh
Manoj Kumar 1 ‘
! ( QM

Reprint Date /
Hara: 24.07.2023

Reprint Date /
Jara: 24.07.2023

Reprint Date /
Jlata: 24.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2960, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC0O04507
www.drreddys.ccm



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

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
gr
Ipoayxr: Keropon® Skcnpecc (keTopoinak) TabieTky, AMCIeprupyemsble B MONOCTH pTa, 10 mr

Batch No / : V2301310 Batch Quantity / + 3600000 tab /
Cepln Ne O0BemM cepun 3600000 tab
Analytical Report No / : 890001675739 Date of Analysis / + 24.07.2023
AnaiuTHyeckKHid oTyeT Ne JlaTa anain3za

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JaTa npou3BoJcTBa T'oxen go

Analysis performed according ND / Ananus nposegen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, nu3menenne Ne2 or 11.11.2022)

Page 8 of 8 /Crp. 8 m3 8

API name / Haumenosanue A®C:

Ketorolac tromethamine / Keropomnaka

Homep cepun cy6cTtanuuu npouspoaurens IJIdD:

TPOMETAMHH
INN/MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Howmep cepun nponspogutesi AQC: aBQH00AI08
FP Manufacturer API Batch number / FEQA00275

API Manufactured by & country /
IIpoussoautesb ADC, cTpaHa:

Dr. Reddy's Laboratories Ltd., India /
J-p Pepu'c JTabopatopuc JIta., Unaus

Remarks: The Product conforms to ND/
ITpumeuanue: IIpoaykr coorsercTBYeT TpeboBanusm HJL

Conclusion: APPROVED /
3akmoyenne: OJOBPEHO

Jara: 24.07.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Shivani Devi | [Iporepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBogreis
- :
/g j or—/; Manoj Kumar M“
Reprint Date / Reprint Date / Reprint Date /

Jata: 24.07.2023

Jlata: 24.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29G0, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com
CIN: L85195AP1584PLC004507
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