Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTHOUKAT AHAJIN3A

www. diteddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (keToponak) TableTKH, AUCIeprupyeMble B 0I0CTH pTa, 10 Mr

Batch No / : V2302621 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6nem cepun 3600000 Tab
Analytical Report No / : 890001710361 Date of Analysis / : 09.01.2024
AHajuTHYecKHH oTHeT Ne JlaTa ananusa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JaTa npoH3BoaACTBa T'ogen no

Analysis performed according ND / Ananu3 npoBeaen nmo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel ot

27.12.2021, n3menenue Ne2 ot 11.11.2022)

Page1of 8 /Ctp. 1 u3 8

No

Test / IlokazaTennb
Ne

Results / Pe3ynpTathl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpymisle, miockue
TabneTkd ¢ ¢ackoif, CBETIO-
XKEJITOr0 LBETa C IPaBHPOBKOMH
«|» Ha OZIHOM CTOPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrisle, miockue Tabaetky ¢ Gacko,
CBETJIO-XKEJITOTO 1BETA C TPaBUPOBKOM
«|» Ha OO HO# CTOpPOHE.

2 Identification / IToAIMHHOCTH

Ketorolac / Kemoponax

a) Byuv/
V®-cniektpodoToMeTpHst

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / VY®-cnekTpsl
TIOTJIOUIEHHUS UCTIBITYEMOTO PacTBOpa U
pacTBopa  CTaHAApTHOro  obpasua
KEeTOpoJiaka TpOMeTaMHMHAa  JOJDKHBI
HAMETh MAaKCHMYMBI TIPH OJHOM U TOA e
JUTHHE BOJHEI (+ 2 HM).

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

ITpumeuanue: [IpoaykT cooTBeTCTBYET TpeboraHusIM HJ

3akmwyenne: OJOBPEHO

Prepared by /
IToarotoeneHo: Ankit

Checked by /
ITposepeno: Santosh Kumar

Maurya (&‘1"
&

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautesnb

Manoj Kumar /

Lee

Reprint Date /
Hara: 09.01.2024

Reprint Date /
Jarta: 09.01.2024

Reprint Date /
Hata: 09.01.2024

Registored
Tl

Cilice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
+91 46 4900 2900, Fax: +81 40 4200 2999, Email: mail@drraddys.com
CIN: LE5195AP1984FPLCO0AR07

vavw.drreddys.com




Dr.Reddy’s €€

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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
www.direddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dkcnpecc (keroponak) Tabnerku, AMCIIEprHpyeMble B IOJIOCTH pTa, 10 mr

Batch No / : V2302621 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001710361 Date of Analysis / : 09.01.2024
AHanHTHYeCKHiH oT4eT Ne JarTa ananu3a

Date of Manufacture / : 12/2023 Date of Expiry / ¢ 1172025
Jara npon3BoacTsa T'open no

Analysis performed according ND / Ananu3 nposenen mo HJL:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot
27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 2 of 8 /Crp. 2 u3 8

No

Test / TlokazaTenn
Ne

Results / Pe3ynpTaThl

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). / Bpems yaepxuBaHUA
OCHOBHOTO MKKa Ha XpOMarorpaMme
UCIILITYEMOrO  pPAacTBOpa  AOJDKHO
COOTBETCTBOBATh BpEMEHH
YOEp)KMBAHWsST OCHOBHOIO IHKa Ha
XpOMaTOTpaMme pactBopa
CTaHHApTHOro o0pa3la KeTopoJjiaka
TpOMeTaMHHa (paznen

«KonuuectpeHHOE onpeneneﬂue»).

Remarks: The Product conforms to ND/
Ipumeuanue: Ilponykt coorBeTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
3akiawuenne: OJJOBPEHO

Prepared by /
IToxroroeneno: Ankit

[

Checked by /
ITporepeno: Santosh Kumar

Maurya @_}’,

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

Manoj Kumar - ﬁ
Mﬂ‘

Reprint Date /
JHara: 09.01.2024

Reprint Date /
Jara: 09.01.2024

Reprint Date /
Hata: 09.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabhad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys,com
CIN: L85195AF1984PLC0O04507

www.drreddys.com




Dr.Reddy’s “:‘

Dr. Reddy's Laboratories [id,
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel 1 491 98166 56001-02
CEPTUO®HUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpece (keToposak) TabieTkH, AUCIeprupyeMsle B NIOJI0CTH pTa, 10 Mr

Batch No / : V2302621 Batch Quantity / : 3600000 tab /
Cepust Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001710361 Date of Analysis / : 09.01.2024
AHaaTHYeCKHH oT4eT No Jara ananusa

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JaTa npon3BoAcTBa T'open no

Analysis performed according ND / Ananns nposenen nmo HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel ot
27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page3 of 8 /Ctp.3 n3 8

i.oo Test / Iloxa3aresb Results / Pe3ynbTaThl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
oA IMHHOCTL butylhydroxyanisole peaks on the
Gy THArHAPOKCHAHU301 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). / BpeMmeHa yIoepXHBaHUA
[MKOB  2-OyTHITMAPOKCHAHH3ONA H
3-0yTUIrHIpOKCHAaHM30Ma Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBopa HOJDKHBl COOTBETCTBOBAThH
BPEMEHAM  YHEPXXMBAHHS  [HKOB
2-0y TWITHAPOKCHAHU3011a U
3-0y THNTHAPOKCHAHU30NA Ha
XpomarorpaMmme pactBopa
CTaHAapTHOTO obpasua
OYTHITHAPOKCHAHH3O0IA (pa3men
«ConepxaHue
OYTHITHAPOKCHAHH30JIa).
4 Average weight / Cpennsis 69.9 mg / 69.9 mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Macca Ot 67,2 Mr go 72,8 mr (70,0 Mr£4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: Hpoaykr coorseTcTBYeT Tpebosanusm HJL 3axaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Ankit [Mpoeepeno: Santosh Kumar | Omo6peno: Menemxkep / PyKOB?ﬂHTeRb
Maurya Manoj Kumar - /
/i . T
Reprint Date / Reprint Date / Reprint Date /
JHara: 09.01.2024 Jara: 09.01.2024 Hata: 09.01.2024

Regiztered Office: 2-2-337, Read No. 3, Banjara Hills, Hyderabad - £06024, Telangana, India
Tl 421 40 4900 2900, Fax: <91 40 4900 299¢, Email: mail@drreddys.com
CIN: L85195AP1984PLCC04507

vww.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dxcnpecc (ketoponak) TabeTkH, JUCTIeprupyeMble B MOJIOCTH pTa, 10 Mr

AnajuTHyeckui oruer Ne

Batch No / : V2302621 Batch Quantity / : 3600000 tab /
Cepus Ne O6bemM cepun 3600000 Tab
Analytical Report No / : 890001710361 Date of Analysis / : 09.01.2024

JlaTa aHaJin3a

Date of Manufacture /
Jara nmpoun3BoJcTBa

: 12/2023

T'onen no

Date of Expiry /

: 1172025

Analysis performed according ND / Anann3s npoBenen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, uzmenenue Ne2 ot 11.11.2022)

Page 4 of 8/ C1p. 4 u3 8
i:) Test / IlokazaTennb Results / Pe3ynbTaTsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OaHOPOJHOCTb MACChI 2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He 6Gonee =10 %
2/20 tabnerok — He 601ee + 20 %
5 Disintegration time / 00 min 25 sec / 00 muH 25 cex Not more than 3 min / He 6onee 3 mun
Pacnagaemocrsh
6 Dissolution / PacTBopenue Unit-1/ Ta6a-1 101% Not less than 75% (Q) of
. Ci15sH13NO3°C4H; | NOs (ketorolac
Unit-2 / Tabx-2 100% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 101% 75% (Q)  CisHisNO3CsHi1NO;3
. (xeToponaka  TpPOMETaMMH)  4epe3
Unit-4 / Ta6n-4 101% 15 MuH
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHoCcTb 710 pum sieve is formed. / O6pazyercs
OHOpOJHAs CYCHEH3Hs, HPOXOJsIuas
CKBO3b CHTO C pa3MepoM OTBEpCTHil
710 mMxm.

Remarks: The Product conforms

ITpumeuanue: [IponykT cooTBercTByeT Tpeboanusm HJI

to ND/

Conclusion: APPROVED /
3akawgenne: OJJOGPEHO

Prepared by /
INoarorosneno: Ankit

3

Checked by /
IIporepeno: Santosh Kumar

Maurya @}

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

Manoj Kumar /
) LLts

Reprint Date /
Jara: 09.01.2024

Reprint Date /
JaTa: 09.01.2024

Reprint Date /
Jara: 09.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tels 451 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: LE51954F1984PLC004507

www.drreddys.com




Dr.Reddy’s Q':'.

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
CEPTUOUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dxcnpecc (keTopoak) TabieTku, AUCIeprupyeMble B IONOCTH pTa, 10 mMr

Batch No / : V2302621 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepHH 3600000 Tab
Analytical Report No / : 890001710361 Date of Analysis / : 09.01.2024
AHajuTHYeCKHH oTyeT Nt JMara anain3a

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JaTta npon3poacTea I'oxen no

Analysis performed according ND / Ananu3s nposeaen nmo HJL:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nzamenenne Nel ot
27.12.2021, namenenne Ne2 ot 11.11.2022)

PageSof8/Crp.S5u3 8

8 Related impurities / PoacTBeHHble TpUMecH

1 -rUApOKCHaHaIor

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Huxe npenena o6Hapyxenus (I10 =

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

KeTopoJjaka 0.0010%)
ketorolac 1-keto analog/ 0.05 % Not more than 0.8 % / He 6onee 0,8 %
1-KkeToaHaNor KETOpOoaKa
Any unidentified impurity / 0.01 % Not more than 0.5 % / He 6onee 0,5 %
eMHUY Hast
HeMJIeHTUPUITUPOBAHHAST
NpUMEChH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

9 Water / Boaa 2.7% Not more than 7.0% w/w /

He Gonee 7,0 %

10

Residual solvents by GC/ OcTaTouHble OpraHH4eckHe pacTBOPUTETH

Isopropyl alcohol /
Hzonponaxon

6 pg/tab /
6 MKT B TaOJIeTKE

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

Remarks: The Product conforms to ND/
ITpumeyanue: IIpoaykT cootBeTcTByeT TpeboBanuam HJI

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Hara: 09.01.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Ankit [poeepeno: Santosh Kumar | Omobpeno: Menemxkep / PykoBoaurens
Maurya Ay Manoj Kumar . ﬂ
B )
/ /
Reprint Date / Reprint Date / Reprint Date /

Jlara: 09.01.2024

JlaTta: 09.01.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, ndia
Tl 424 410 4900 2900, Fax: +01 40 4900 2999, Email: mail@drreddys.com
CIN: .85195AP1984P1.C004507

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Skenpecc (ketoponak) TabieTKy, UCIEprHpyeMble B HOJIOCTH pTa, 10 Mr

Batch No / : V2302621 Batch Quantity / : 3600000 tab /
Cepns Ne Oo6bem cepun 3600000 Tab
Analytical Report No / : 890001710361 Date of Analysis / : 09.01.2024
AHATHTHYIECKHH oTUyeT Ne JlaTa ananu3a

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
Jara nponsBoacTea I'ogen no

Analysis performed according ND / Anann3 npoBeaen mo H/I:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenue Nel ot

27.12.2021, n3zmenenue Ne2 or 11.11.2022)

Page 6 of 8/ CTp. 6 u3 8
11 | Microbial enumeration tests / Mukpo6uoaornyeckast yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6wee yucno He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpPraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuee He 6onee 100 KOE/r
YHCIIO JPOXIKEBBIX U
TUIECHEBBIX MPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBue B 1 ¢
12 | Uniformity of dosage units / 2.5 Acceptance value (AV) not more than
OnHopoaHOCTH 15.0 / [TpuemouHoe 3HaueHue (AV) He
NO3UPOBAHMS 6omnee 15,0.
13 | Assay/ KonunyecTBeHHOE 9.9 mg/9.9 mr From 90mg to 11.0mg of
onpenesieHne (99.0 %) CisHisNO3*C4H(1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
no 11,0 Mmr  C;sHi1sNO3*C4H;| 1 NO;
(xetoponaka TpometamuH) (ot 90,0 no
110,0 % oT 3asBJIEHHOr0 KOIHYECTBA) B
Tabnetke

Remarks: The Product conforms to ND/
IIpumeuanne: [lpoaykr coorBeTcTByeT TpeboBanusam HJT

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IMoaroroeneno: Ankit

e

Checked by /
IlposepeHo: Santosh Kumar

Maurya O% A
=

Approved by: Manager/Executive /

Opnobpeno: Menemkep / PykoBoaures

Manoj Kumar

Reprint Date /
Jara: 09.01.2024

Reprint Date /

Hara: 09.01.2024

Reprint Date /
Hara: 09.01.2024

Registaied Office: 8-2-337, Read No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tl #2140 4800 2900, Fax: +91 40 4900 293¢, Email: mail@drreddys.com
CIN: L85195AFP1984PLC004507

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

CEPTHUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hpoayxr: Keropon® Dkenpecce (ketoponak) TabiaeTkH, AUCIeprupyeMble B NoaocTy pra, 10 mr

Batch No / : V2302621 Batch Quantity / : 3600000 tab /
Cepus Ne OoBem cepun 3600000 tab
Analytical Report No / : 890001710361 Date of Analysis / : 09.01.2024
AHanuTH4ecKHH oT4yeT No JlaTa ananusa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JaTta npousBojacTBa T'open no

Analysis performed according ND / Ananu3 nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, uamenenue Ne2 or 11.11.2022)

Page 7 of 8 /Ctp. 7u3 8

14

Butylhydroxyanisole
content / CopepxaHue
Oy THJIrHAPOKCHAHH301a

0.0951 mg/tab /
0.0951 mr B TabneTke

Not less than 0.042 mg/tab /
He menee 0,042 mr B TabneTke

15

Package / Ynakopka

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. / TIlo 10 Tabnerok B
6mucrepe mw3  (ITA/AJVIID ¢
pnaronoriotureeM/I[12BIT)
¢doneru // (I15/AJT) doneru. Ilo
2 6aucTepa ¢ MHCTPYKLHMEH MO
NPUMEHEHUIO B navyKy
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. / Ilo 10
Tabnerok B 6muctepe u3z (ITA/AJI/IID ¢
pinaronornotuteneM/[19BII) ¢onbru //
(IT3/AJ1) dponeru. Mo 1 wiu 2 6nuctepa
C MHCTPYKUHEH 10 NPUMEHEHUIO B
Mayky KapTOHHYIO.

16

Labeling / MapkupoBka

According to ND / B cootserctBuu ¢ HJ{

17

Storage conditions /
XpaHeHnue

Below 25 °C. / IIpu Temneparype He Bbline 25 °C,

18

Shelf life / Cpox roasocTu

2 years / 2 rona

* 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.
* Ilpu BbIMycKe JieKapCTBEHHOI0 NMpenapaTa KOHTPOJIbL KayecTBa no nokasarento «Mukpoduosornyeckast

YHUCTOTA» MPOBOAUTCH OJIs Kaxpoi 20-oif CEpHH, WIH AJA OAHOI CepHHU B roa, B 3aBUCUMOCTH OT TOIo, UTO
HaCTYIIUT paHbLIE,

Remarks: The Product conforms to ND/
ITpumeyanue: IIpoaykr cooTseTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
3akawyenne: OJJOBPEHO

Prepared by /
IToaroroeneno: Ankit

Checked by /
ITpoBepeno: Santosh Kumar

Maurya A
AP

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTesns

Manoj Kumar zae=

Reprint Date /
Hara: 09.01.2024

Reprint Date /
JlaTa: 09.01.2024

Reprint Date /
Jara: 09.01.2024

Registered Officer 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
el +81 10 4500 2900, Fax: +91 10 4200 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLCG04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

9 ... Formulation Unit-6
° ;
Dl’. Reddy S e Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOUNKAT AHAJIU3A www.drreddys.com

Product: Ketor.ol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keToponak) TabIeTKH, AUCIEPrHpYeMbIe B TI0JIOCTH pTa, 10 Mr

Batch No / : V2302621 Batch Quantity / : 3600000 tab /
Cepus Ne Oo0Bem cepun 3600000 Tab
Analytical Report No / : 890001710361 Date of Analysis / : 09.01.2024
AHaxuTHYECKHHA oTyeT No JlaTa ananusza

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jara npousBoacTea I'open no

Analysis performed according ND / Anann3 nposenen no HJL:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel ot

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page 8 of 8/ CTp. 8 m3 8

API name / HaumeHoBanne ADC: Ketorolac tromethamine / Ketoponaxa
TPOMETaMUH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number /

Homep cepuu npoussoautenst AQC: ABQH006436

FP Manufacturer API Batch number /

Homep cepnu cy6ctanuum npouspoaurens I'JId: FEQA00574

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

IIpouseoanrenn ADC, crpana: J-p Pennu'c Jlabopatopuc JIta., Muaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeyanue: IIponykr coorBercTByeT Tpebopanuam HJI 3axawouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMpoepeno: Santosh Kumar | Onobpeno: Menemxep / PykoBoaurenb

f\) Maurya Manoj Kumar P /’
y lﬁ;ﬂ,&d
-..-_..._-—F-

Reprint Date / Reprint Date / Reprint Date /
Hata: 09.01.2024 JHara: 09.01.2024 Jata: 09.01.2024

IMoarorosneno: Ankit

Registzied Gfiice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




