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 : +91 98166 56001-02

CEPTU®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcenpecc (keToposiak) TabieTKH, JUCTIeprupyemble B OJNOCTH pTa, 10 Mr

Batch No / : V2302655 Batch Quantity / : 3600000 tab /
Cepust Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001710363 Date of Analysis / : 09.01.2024
AHaIRTHYECKHHA oTyeT No JlaTa anaju3a

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JlaTa mpou3BoacTBa T'open 1o

Analysis performed according ND / Anann3 nposegen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel or

27.12.2021, namenenme Ne2 or 11.11.2022)

Page 1 of 8/ Crp. 1 n3 8

No

Test / Iloka3aTens
No

Results / Pe3ynbTaTs!

Specification / Hopma

1 Description / Onucanmne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrusle, iockue
Tabnetku c ¢ackol, cBemIO-
XKENTOro LiBeTa C TPaBUPOBKOH
«» Ha oxHOM cTOpOHE.

Light yellow round flat beveled tablets
with "[" debossed on one side. /
Kpyribie, miockue tabnerku ¢ $ackoii,
CBETJIO-KENTOrO IBETa C IPABHPOBKOM
«l» Ha OJ(HOI CTOPOHE.

2 Identification / ITomtuHHOCTE

Ketorolac / Kemoponax

a) Byuv/

Y®-cniextpodoTomMeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTpsl
MIOTJIOIIEHHS UCIIBITYEMOTO pacTBOpa U
pactsopa  CTaHmapTHOro  obpasna
KETOpojlaka TpPOMETaMUHA  JOJIKHBI
HMETh MaKCHMYMBbI [TPU OIHOM U TOM xe
JUTHHE BOJHEI (£ 2 HM).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IpogykT cooTBeTcTBYET TpebopaHuaM HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotosnexo: Ankit IMposepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykosoaurens
Maurya @_u Manoj Kumar e

I A — Yo leee
Reprint Date / Reprint Date / Reprint Date /
Jata: 09.01.2024 Mara: 09.01.2024 Hara: 09.01.2024

Registered Office: 8-2-337, Read No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +01 4G 5800 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com

CIN: L85195AP1384PLC0O0C4507
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
CEPTHOHUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpecc (keToponak) TabIeTKH, JUCIIEPrHPYEMbIE B IOJOCTH pTa, 10 Mr

Batch No / : V2302655 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepHH 3600000 Tab
Analytical Report No / : 890001710363 Date of Analysis / : 09.01.2024
AHaJnTHYeCKHI oTyeT No JaTta anaau3a

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JdaTta npoH3BoaAcTBA I'open no

Analysis performed according ND / Ananus nposeaen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nu3menenne Nel ot
27.12.2021, uzmenenue Ne2 or 11.11.2022)

Page 2 of 8 /Ctp. 2 n3 8

No

Test / [TokazaTens
Ne

Results / Pe3ynbraThl

Specification / Hopma

b) By HPLC / BIKX

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). / Bpems ynepXuBaHUA
OCHOBHOTO IIHKa Ha XpOMAarorpamme
UCTILITYEMOTO  pacTBOpa  AOJDKHO
COOTBETCTBOBATh BpPEMEHH
YAEp)XUBAHUS OCHOBHOTO IHKAa Ha
XpoMarorpaMmme pacTBopa
CTaHIAPTHOTO KETOpOJIaKa
TpOMETaMHHa (pa3nen
«KOJIHUECTBEHHOE ONPEIETIEHUEY).

obpazia

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [Ipoaykr coorsercTBYeT Tpeboranusm HJL 3axmouenune: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarororneHo: Ankit [Tposepeno: Santosh Kumar | Onobpeno: Menemxkep / Pykosoaurens

ﬁ/ Maurya ,ﬁl / Manoj Kumar -

— "hrh LLv

Reprint Date / Reprint Date / Reprint Date /
Jara: 09.01.2024 Jara: 09.01.2024 Hara: 09.01.2024

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com
CIN: L85195AP1984P1L(C004507

www.drreddys.com




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
Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Jkcnpecce (ketoponak) TabiaeTku, JUCTIEprUpyeMbIe B MOJIOCTH pTa, 10 Mr

Batch No / : V2302655 Batch Quantity / : 3600000 tab /
Cepusi Ne O0BbeM cepHH 3600000 Tab
Analytical Report No / : 890001710363 Date of Analysis / : 09.01.2024
Ananurudeckuii otuer Ne Jlata anaiu3a

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JlaTra npou3BoacTBa TI'onen o

Analysis performed according ND / Ananns nposenen no H/IL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel or
27.12.2021, uzmenenue Ne2 or 11.11.2022)

Page3 of 8 /C1p. 3 m3 8

1}? Test / IlokazaTenb Results / PesynbraTs Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoannHHOCTH butylhydroxyanisole peaks on the
Oy THJITHAPOKCHAHU30J 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 ynepXUBaHUA
MMUKOB  2-OyTUATHAPOKCHAHHU30JIA U
3-0yTWITHAPOKCHAHU301a Ha
XpoMaTorpaMmme HCIILITYEMOTO
pacTBopa MOJDKHBEI COOTBETCTBOBATh
BpeMeHaM yIOepKUBaHUS MHKOB
2-0yTWITHAPOKCHAHU30a %
3-0YTHITHAROKCHAHH301A Ha
XpoMarorpamme pacTBopa
CTaHAapPTHOTO obpazua
OYTHITHAPOKCHAHU30JIa (pazmen
«Copepxanue
OYTHITHAPOKCUAHU30TIAY).
4 Average weight / Cpeausist 68.9 mg/ 68.9 mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
Macca Ot 67,2 Mr g0 72,8 Mr (70,0 Mr£4,0 %).

Remarks: The Product conforms

Ipumeuanue: IIponykt coorBeTcTBYET TpebosanusM HJT

to ND/

Conclusion: APPROVED /
3axmouenne: QJIOGPEHO

Prepared by /
ITonrorosneno: Ankit

%

Checked by /
IMporepeno: Santosh Kumar

M
aurya @M

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBonutens

Manoj Kumar

1},» el

Reprint Date /
Jlara: 09.01.2024

Reprint Date /
Hara: 09.01.2024

Reprint Date /
Hara: 09.01.2024

Repistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

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

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

CEPTUOHUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykr: Keropon® Dkcnpecce (keroponak) TabieTkH, JUCeprupyemble B OJIOCTH pra, 10 Mr

: 3600000 tab /

Batch No / : V2302655 Batch Quantity /

Cepus Ne O6nbem cepun 3600000 Tab
Analytical Report No / : 890001710363 Date of Analysis / : 09.01.2024
AdajguTHyecKHi oTyeT Ne Harta anannsa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JaTa npon3Boacrsa I'onen mo

Analysis performed according ND / Ananu3 nposeaen no HJ/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, uzmenenue Ne2 or 11.11.2022)

Page 4 of 8/ Ctp. 4 u3 8

§.00 Test / [Toxa3aTenn Results / Pe3ynbrathl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOPOIHOCTH Macchl 2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He Oosee + 10 %
2/20 Tabnetok — He 6onee = 20 %
5 Disintegration time / 00 min 18 sec / 00 muH 18 cex Not more than 3 min / He 6onee 3 Mux
PacnanaemocTtb
6 Dissolution / PacTBopeHue Unit-1/ Taba-1 101% Not less than 75% (Q) of
. Ci15sH13NO3*C4H 1 NO3 (ketorolac
Unit-2/ Ta6n-2 101% tromethamine) in 15 min / He meHee
Unit-3 / Ta61-3 101% | 75% (Q  CisHisNO3*CsHiiNO3
. . (keToponaka  TpOMETaMHH)  depe3
Unit-4 / Tab1-4 101% 15 MuH
Unit-5 / Tabn-5 101%
Unit-6 / Tabn-6 101%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
HucnepcHocTb 710 pm sieve is formed. / Obpasyercs
OMHOPOJHAsE CYCTEH3HUs, NPOXOISIas
CKBO3b CHTO C pPa3MepOM OTBEpCTHI
710 MKM.

Remarks: The Product conforms

ITpumeuanue: [IpoaykT cooTBeTcTBYET Tpebosanuam HJI

to ND/

Conclusion: APPROVED /
3akmarouenne: OJJIOBPEHO

Prepared by /
IMToaroroeneno: Ankit

Checked by /
IIporepeno: Santosh Kumar

Maurya @/\

—_—

Approved by: Manager/Executive /

Onobpeno: Menemxkep / PykoBoauresnp

Manoj Kumar

Reprint Date /
Jlara: 09.01.2024

Reprint Date /
Hata: 09.01.2024

Reprint Date /
Jata: 09.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PL(C004507

www.drreddys.com




Dr.Reddy’s “:‘

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

Vill. Khol, Nafagarh Road, Baddi,
Distt. Sotan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykr: Keropon® Dkcnpece (keToposak) TableTkH, AUCIeprupyeMble B OJIOCTH pTa, 10 Mr

Batch No / 1 V2302655 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 890001710363 Date of Analysis / : 09.01.2024
AHanuTHYecKHH oTyeT Ne Jara aHaiu3a

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
Jara nponssoacrea T'onen no

Analysis performed according ND / Ananu3s nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel or
27.12.2021, n3menenne Ne2 or 11.11.2022)

Page Sof 8/ Crp. Su3 8

8 Related impurities / PoacTrBenHble npumMecH

ketorolac 1-hydroxy analog /
1-ruapokcuananor

Below LOD (LOD = 0.0010 %) /
Huxe npenena obrapyxenus (IO =

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

KETOopoJaKka 0.0010%)
ketorolac 1-keto analog/ 0.07 % Not more than 0.8 % / He 6onee 0,8 %
1-xeToaHaor KeTOpoJaKa
Any unidentified impurity / 0.01 % Not more than 0.5 % / He 6onee 0,5 %
eIHHUYHAs
HeuAeHTH(GULIMPOBAHHAS
npuMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

9 Water / Bopa 2.5% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4HbIe OpraHu4ecKne pacTBOPUTEH

Isopropyl alcohol /
H3zonponaHon

12 pg/tab /
12 Mkr B TabneTke

Not more than 350 pg/tab /
He 60nee 350 Mxr B TabneTke

Remarks: The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBercTByeT Tpebopanusm HJL

Conclusion: APPROVED /
3axawyenune: OJJOBPEHO

Prepared by /
IMoarorosneno: Ankit

Checked by /
Iposepeno: Santosh Kumar

Maurya Cg/\
-

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

Manoj Kumar 2 /'

Reprint Date /
Jara: 09.01.2024

Reprint Date /
Jara: 09.01.2024

Reprint Date /
Hara: 09.01.2024

Registered Office: 8-2-337, Road No. 3, Ranjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropoa® Dkcnpece (xeToponak) TabJieTkH, AMCTieprupyeMsie B MOJIOCTH pTa, 10 Mr

Batch No / : V2302655 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001710363 Date of Analysis / : 09.01.2024
AHanuTH4yecKHni oTuet Ne JaTta anan3a

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jara npon3BoacTBa Tonen no

Analysis performed according ND / Ananu3 nposegen no HJI:

JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel ot

27.12.2021, uzmenenune Ne2 ot 11.11.2022)

Page 6 of 8 /Ctp. 6 n3 8
11 | Microbial enumeration tests / Mukpo6uonoruyeckast YyucTora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obiee yncno He 6onee 1000 KOE/r
a’pOOHBIX MHKpPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He 6onee 100 KOE/r
YHUCIIO JPONOKEBBIX U
TUTECHEBBIX MPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBHe B 1 T
12 Uniformity of dosage units / 2.3 Acceptance value (AV) not more than
OaHOpOaHOCTDb 15.0 / TIpuemouHoe 3HaueHue (AV) He
J03HPOBAHUSI 6onee 15,0.
13 Assay / KosinuecTBeHHOE 9.9mg/9.9 mMr From 90mg to 11.0mg of
onpejeJieHHe (99.1 %) C1sHi13NO3*C4H; 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
a0 11,0 Mmr  C;sHisNO3*C4H 1 NOs
(xeroponaka tpomeramud) (o1 90,0 no
110,0 % OT 3asBNEHHOI0 KOJIUYECTBA) B
TabneTke

Remarks: The Product conforms to ND/
IIpumeuanue: [Iponykr coorseTcTBYeT TpebosanusaM HJ{

Conclusion: APPROVED /
3akiaruyenne: OJOBPEHO

Prepared by /

IToarorosneno: Ankit 5

Checked by /
IIpoeepeno: Santosh Kumar

Maurya @

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykopoaurens
Manoj Kumar )

(i i

Reprint Date /
Jara: 09.01.2024

Reprint Date /
Hata: 09.01.2024

Reprint Date /
Hara: 09.01.2024

Registered Office: 8-2-337, Read No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +81 30 4900 2900, Fax: +21 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




D, Reddy's Laboratories Lid.
Formulation Unit-6

L

Viil. Khol, Malagarh Road, B

Dr.Reddy’s ‘g‘

Distr, Selar, H.P, 17
Tel : +51 931756 5600102

weww.drreddya.ocom

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keToponak) TabNeTky, IUCIIEPrUpYeMbIE B NOJIOCTH pTa, 10 Mr

Batch No / : V2302655 Batch Quantity / : 3600000 tab /
Cepns Ne O6nem cepun 3600000 Tab
Analytical Report No / : 890001710363 Date of Analysis / : 09.01.2024
AHAaTHTHYECKHH oT4eT Ne Jarta anaiusa

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JaTa npon3BoacTBa I'omen po

Analysis performed according ND / Anasms npoBeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, n3menenne Ne2 or 11.11.2022)

Page 7 of 8/ Crp. 7 u3 8

14 | Butylhydroxyanisole 0.0944 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0944 mr B TabneTke He menee 0,042 mr B TabneTke
OYTHATMAPOKCHAHU301A
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tablets in ablister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1

or 2 blisters with patient information
leaflet in a carton pack. / Ilo 10
Tabnetok B Gnuctepe u3z (ITA/AJVIID ¢
piaronornoturenem/I13BII) ¢onbru //
(I13/AJN) dhonsru. ITo 1 wnu 2 6Gnucrepa
C MHCTPYKUMEW 10 NPUMEHEHHUIO B
Nayky KapTOHHYIO.

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 TaGserox B
onucrepe w3 (ITA/AJI/IID ¢
pnaronornoturenem/I12BIT)
doneru // (II2/AJ1) donsru. Io
2 Onuctepa ¢ MHCTPYKLMEH IO
NPUMEHEHHIO B nayKy
KapTOHHYIO.

16 | Labeling / MapxupoBka According to ND / B coorBerctBuu ¢ HJ{

17 | Storage conditions / Below 25 °C. / ITpu Temneparype He Beinie 25 °C.

XpaHenue

18 | Shelf life / Cpox ropnocTH 2 years /2 roaa

* 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 BhINYCKE NEKAPCTBEHHOTO MpenapaTa KOHTPOJIbL KauyecTBa Mo nokasatento «MukpobuoJioruieckast
YHMCTOTa» NPOBOAUTCS A1 Kaxaoi 20-oii cepun, MJIM AJ1s1 OAHOI CEPHM B TOA, B 3aBHCMMOCTH OT TOr0, 4YTO
HACTYINHUT paHbLUE.

Conclusion: APPROVED /
3akawyenne: OJOBPEHO
Approved by: Manager/Executive /

Remarks: The Product conforms to ND/
Ipumeyanue: [IpogykT cooTBeTcTBYET TpeboBanusam HJT
Prepared by / Checked by /

[Toarorosieno: Ankit

/

Iporepeno: Santosh Kumar

Maurya ﬁ&_

Onobpeno: Menemxep / PykoBoautesis

Manoj Kumar = ,_,f

Reprint Date /
Hara: 09.01.2024

Reprint Date /
Jlarta: 09.01.2024

Reprint Date /
Jlarta: 09.01.2024




9 .... f ;:[.,I;..;.I,,I"!;‘- n Unit-6 18 2.
Dr.ReddYS .. Vill. Khol, Nalagarh Road, Badd
CERTIFICATE OF ANALYSIS Tl 61, ORTEE RROTIATY
CEPTUGUKAT AHAJ3A e

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Ketopon” Dkenpecc (keToponak) TabaeTkH, AUCTIEPrUpyeMble B II0J0CTH pTa, 10 Mr

Batch No / : V2302655 Batch Quantity / : 3600000 tab /
Cepns Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001710363 Date of Analysis / : 09.01.2024
AHAJIMTHYECKMIi oTUeT Ne Jlara anasausa

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
Jara npou3BojacTrsa TI'onen no

Analysis performed according ND / Ananu3s nposeaen no HJ/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenune Nel ot

27.12.2021, n3mesenue Ne2 ot 11.11.2022)

Page 8 of 8/ Ctp. 8 m3 8

API name / HaumeHopanne A®C: Ketorolac tromethamine / Ketoponaka
TPOMETaMUH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number /

Homep cepuu npoussoaureis ADC: ABQHDO06486

FP Manufacturer API Batch number /

Homep cepuu cyocTanuuu npoussoaurens I'JIdD: FEQUIg0ST

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

IMpouseoanrtens APC, crpaHa: J-p Penmu'c Jlabopatopuc JITa., Muaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: ITpoaykT cooTBeTCTBYET TpeboBanusm HJ{ 3axmouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoarotoeneHo: Ankit IIposepeno: Santosh Kumar | OnobpeHo: Menemxkep / Pykosoauteb
Muautya ¢ Manoj Kumar -
T e/

Reprint Date / Reprint Date / Reprint Date /
Jara: 09.01.2024 Hara: 09.01.2024 Jara: 09.01.2024




