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

- @
Dr. Reddy’s q‘.... Vill. Khol, Nalagarh Road, Baddi,

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

Tel : 491 98166 56001-02
CERTIFICATE OF ANALYSIS www,drreddys,com

CEPTHOPHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxkr: Keropoa® Dkcnpece (keToposak) TabeTKH, AUCIIEPrUPYEMBIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2400564 Batch Quantity / : 3600000 tab /
Cepns Ne O6Bem cepuu 3600000 Tab
Analytical Report No / : 040002490242 Date of Analysis / : 16.04.2024
AnanuTHYecKHil oTyeT Ne JlaTa anaau3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTta npon3BoacTea T'open o

Analysis performed according ND / Auann3s nposexen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 1 of 8§ /Crp. 1 u3 8

No

No Test / TlokazaTensn Results / Pe3ynpraTsl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "' debossed on one side. /

side. / Kpyrnele, mmrockue | Kpyrisle, mnockue TabneTku ¢ Gpackoi,
TabneTku ¢ (ackoi, CBETNIO- | CBETIO-XKENTOro LBETA C IPABUPOBKOM
XEJNTOro LBETa ¢ IPaBUPOBKOM | «|» Ha OQHOI CTOpOHE.

«I» Ha ofHOI CTOpOHE.

2 Identification / ITomiMHHOCTE

Ketorolac / Kemoponax
a) ByuUv/ Complies / CooTBeTCTBYET UV spectra of the test solution and
V®-cnexkrpodoromeTpus ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / V®-criekTpsl
TMOTJIOLIEHHS UCIIBITYEMOTO PacTBOPa
pacTtBopa  cTaHmapTHoro  ofpasia
KETOpOJlaka TPOMETAMUHA  JIOJDKHBI
HUMETh MAKCHMYMBI [IPU OJTHOM U TOM Xe
JUIMHE BOJHBI (£ 2 HM).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBaHusIM HJI 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Shivani Devi | IIpoBepeHo: Rama Kant OnobpeHo: Menemxep / PykoBoaurens
ﬂ/ M ( Manoj Kumar "
) - &@_ffj
Reprint Date / Reprint Date / Reprint Date /
Jara: 16.04.2024 Jara: 16.04.2024 Jara: 16.04.2024

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@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




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

. P
DI’. ReddY’S ‘.... Vill. Khol, Nalagarh Road, Baddj,

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

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dkcnpece (keToponak) TabaeTKH, AUCIIEPrHPYEMbIe B TIOJIOCTH pTa, 10 Mr

Batch No / : V2400564 Batch Quantity / : 3600000 tab /
Cepust No O6bem cepun 3600000 Tab
Analytical Report No / : 040002490242 Date of Analysis / : 16.04.2024
AnajuTHyecKuil oTyer Ne JlaTa ananuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara npousBoacrsa TI'onen oo

Analysis performed according ND / Ananu3 nposegen mo HJ[:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of § /Crp. 2 u3 8

No

No Test / [loka3aTennb Results / Pesynbratsl Specification / Hopma

b) By HPLC/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). / Bpems ynepxuBaHus
OCHOBHOTO TJIHKa Ha XpOMaTOrpamme
HCMBITYEMOTO  pacTBOpa  JOJKHO
COOTBETCTBOBATH BpEMCHU
YASpXHUBaHHS OCHOBHOrO TIHMKa Ha
XpoMaTorpaMmme pacteopa
CTaHIapTHOrO obpasua KeTopoJiaka
TPOMETaMHHA (paznen
«Konn4ecTBEHHOE ONPEEEHHEY).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: Ilponykt cooTsercTayer TpeboBanuam HJJ 3aknouyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IlogrorosneHo: Shivani Devi | IIpoepeHo: F@:ua Kte\mt Onobpeno: Menemxep / PykoBoaurens

A»,/ @ _ Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /
Hara; 16.04.2024 Hara: 16.04.2024 Hara: 16.04.2024

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: L85195AP1984PLC004507
www.drreddys.com




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

' &
Dr. Reddy,s q..... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUPHUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (KkeToposiak) TabieTkH, AUCIepripyeMsle B MoIocTH pra, 10 mr

Batch No / : V2400564 Batch Quantity / : 3600000 tab /
Cepusa Ne OoneM cepun 3600000 Tab
Analytical Report No / : 040002490242 Date of Analysis / : 16.04.2024
AHaJluTHYeCKHH 0TUeT No Jlara ananunza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jdara npousBoacTea Tozen no

Analysis performed according ND / Ananu3 nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8 /Crp. 3 u3 8

;I'o 0 Test / IlokasaTenn Results / Pe3ynpTats! Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoaNHHHOCTD butylhydroxyanisole peaks on the
Oy THArUAPOKCHAHU3O0 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 ynepXHUBaHUA
NUKOB  2-OyTHNTHAPOKCHAHU30MIA U
3-6yTIITHAPOKCHAHU3ONA Ha
XpOMaTorpamme HCTIBITYEMOTO
pacTBopa MOJUKHBI COOTBETCTBOBAThH
BpeMeHaM YIeP)KUBAHHS MTHKOB
2-0yTUNTHAPOKCHAHU30J1a 7
3-0yTUITUAPOKCHAHU30J1a Ha
XpOMaTorpaMme pacTBOpa
CTaHIapTHOTO obpasna
OYTHUITHIPOKCHAHU30]1a (paznmen
«Cognepxauue
OYTHITHAPOKCHAHH30JIa).
4 Average weight / Cpeguss 70.0 mg / 70.0 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr 10 72,8 Mr (70,0 Mr £ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IpoaykTt cooTBeTCTBYET TpeboBanusm HJJ 3axkmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[NoxroTtosneHo: Shivani Devi | IIpoBepeno: Rama Kant Opnobpeno: Menemxep / Pykoroaurens
A r %lu‘%u-d_ Manoj Kumar -
e
Reprint Date / Reprint Date / Reprint Date /
Jlarta: 16.04.2024 Hata: 16.04.2024 Hara: 16.04.2024

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@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
’ . .... Formulation Unit-6
DI'. Reddy S A Vil. Khol, Nalagarh Road, Baddj
e Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keToponak) TableTKH, AUCIIepripyeMsle B OJIOCTH pTa, 10 Mr
Batch No / : V2400564 Batch Quantity / : 3600000 tab /
Cepus Ne O0nbem cepun 3600000 Tab
Analytical Report No / : 040002490242 Date of Analysis / : 16.04.2024
AnaimTHYeCKHIi oTueT No JlaTa anajusa
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara nmpoussoacrea I'ogen oo
Analysis performed according ND / Ananns nposeagen no HJ/I:
JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022
Page 4 of 8/ Crp. 4 u3 8
Jl:' N Test / Tloka3aTennb Results / Pe3ynpTaTh! Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOpPOAHOCTD Macchl 2/20 tablets - not more than + 20 % /
18/20 Tabnetok — He 6Gomee + 10 %
2/20 tabnetok — He 6onee + 20 %
5 Disintegration time / 00 min 21 sec / 00 muH 21 cex Not more than 3 min / He 6onee 3 mun
Pacnagaemocthb
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 101% Not less than 75% (Q) of
. C15H13NO3*C4H | 1NO3 (ketorolac
Unit-2 / Tabx-2 99% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 101% 5% Q)  CisHisNO3*C4H1iNO;s
. (xeToponaka  TpPOMETaMUH)  4epes
Unit-4 / Ta6bn-4 100% 15 MHE
Unit-5 / Tabn-5 99%
Unit-6 / Tabn-6 97%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / O6pazyetcs
OJIHOpPOJHAs CYCNEH3Hs, NPOXOISIUas
CKBO3b CHUTO C pasMepoM OTBEpCTHil
710 MKM.
8 Related impurities / PoncTeeHHbIe IpuMecH
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeuanue: Iponykr cootsercTyeT Tpebosanusm HJI 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Shivani Devi | IIposepeno: Rama Kant Opnobpeno: Menemxep / PykoBogurens
K/ %L’H Manoj Kumar -
, i
Reprint Date / Reprint Date / Reprint Date /
Jara: 16.04.2024 Jara: 16.04.2024 JlaTa: 16.04.2024

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@drreddys.com
CIN: L85195AP1984PLC0O04507
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 AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Ketopon® Dkcnpecc (KeToposak) TabieTku, AUCTIEprupyeMble B TIONOCTH pTa, 10 mMr

Batch No / : V2400564 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002490242 Date of Analysis / : 16.04.2024
AHaMHTHYECKHH oTYeT Ne Jara ananuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTa npon3BoacTBa TI'ogen no

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

Page Sof 8 /Crp. Su3 8

ketorolac 1-hydroxy analog /
1-runpokcuananor
KeTOpoJiaKa

ketorolac 1-keto analog/

Below LOQ (LOQ = 0.0032 %) /
Huxe npenena KoJInyecTBEHHOro
omnpeaenenus (ITKO = 0.0032 %)

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

Not more than 0.8 % / He 6onee 0,8 %

1-KkeToaHaJIOT KeTOpOJIaKa 0.06 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIUHHYHasA
HenAeHTH)UIUpOBaHHAs 0.02 %
IpUMeECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMma npumecei
9 Water / Bona 22% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTouHble OpraHu4YecKHe pacTBOPHTEH

Isopropyl alcohol /
HzonponaHon

11 pg/tab /
11 MKr B TabieTke

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

Remarks: The Product conforms to ND/
ITpumeuanue: Ilpogykt coorBeTcTBYET TpeboBanmaM HJL

Conclusion: APPROVED /
3akaoyenne: OJJIOBPEHO

Prepared by /
IToxarorosneHo: Shzemi Devi

Checked by /

IIpoBepeno: Rama Kant
Qb
ol

Approved by: Manager/Executive /
Onob6peno: Menemxep / PykoBoauTesib
Manoj Kumar

Reprint Date /
Jara: 16.04.2024

Reprint Date /
Hara: 16.04.2024

Reprint Date /
Jara: 16.04.2024

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@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.
D ‘ ‘..O Formulation Unit-6
) @ Vill. Khol, Nalagarh Road, Baddi
r. ReddY S N Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Dkenpece (ketoponak) TabjieTky, AUCeprupyeMele B OJI0CTH pra, 10 mr

Batch No / : V2400564 Batch Quantity / : 3600000 tab /
Cepusa Ne O0BemM cepuu 3600000 Tab
Analytical Report No / : 040002490242 Date of Analysis / 1 16.04.2024
AHaluTHYeCKHH 0TYeT Ne JlaTa ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jata npon3soacTBa I'ogen no

Analysis performed according ND / Auanu3 nposegen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ Crp. 6 u3 8

11 | Microbial enumeration tests / Mukpo6uosiorudeckast 4ucTora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obwiee yucno He 6onee 1000 KOE/r
a3pOOHBIX MHKpPO-

OpPTraHH3MOB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61uee He 6onee 100 KOE/r

HHCIIO APOMOKEBBIX U
IUIECHEBBIX Ipu6OB

¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBUe B 1 1
12 | Uniformity of dosage units / 1.1 Acceptance value (AV) not more than
OaHopoaHOCTD 15.0 / IlpuemouHoe 3Ha4enue (AV) He
NO3UPOBAHUS 6oxnee 15,0.
13 | Assay/ KoaunuecTtBeHHOe 9.9mg/9.9 mr From 90mg to 11.0mg of
onpenesieHUe (98.7 %) Ci1sHisNO3*C4H[1NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
o 1 1,0 MI C15H13NO3‘C4H1 1NO3
(keroponaka TpomeramuH) (ot 90,0 no
110,0 % OT 3asABI€HHOIO KOJIMYECTBA) B

TabneTke
14 | Butylhydroxyanisole 0.0966 mg/tab / Not less than 0.042 mg/tab /
content / Coagepxanue 0.0966 mr B TabneTke He menee 0,042 Mr B TabneTke
6yTHJ’ll”l/l[lp0KCl/laH"30J'la
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: IIpoaykr cooTBeTcTBYET TpeboBanusam HJI 3axmoyenue: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Shivani Devi | Ipoeepeno: Rama Kant Onobpeno: Menemxep / PykoBogurens
T ( i/ 4@(]: Manoj Kumar @z
Reprint Date / Reprint Date /  ~ Reprint Date /
Hara: 16.04.2024 Hata: 16.04.2024 JlaTa: 16.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tet: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy’s Q;'."'

CERTIFICATE OF ANALYSIS

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

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

CEPTH®UKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxkr: Ketopon® Dkenpecc (keToponak) TableTKy, AUCTIEPrupyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2400564 Batch Quantity / : 3600000 tab/
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002490242 Date of Analysis / : 16.04.2024
AHajuTHYecKH# oTyeT Ne Jarta ananunza

Date of Manufacture / : 03/2024 Date of Expiry / + 02/2026
Jara npousBoacrea TI'onen no

Analysis performed according ND / Ananu3 nposeaen no HJI:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 7 of 8/ Ctp. 713 8

15 | Package/ YnakoBka

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 Tabnetok B
6aucrepe w3z (IIA/AJVIID ¢
Biaronornorurenem/I19BIT)

doneru // (TI3/AJ1) bonsra. [To
2 6nMctepa ¢ MHCTPYKUHMEH IO

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. / ITo 10
tabnerok B 6nmuctepe uz (ITA/AJI/TID ¢
BrnaronorjgotuteneM/I19BIT) donsru //
(I13/AJ1) doneru. ITo 1 unu 2 6auctepa
C UHCTPYKUMEH 10 NPHMEHEHUIO B
Na4kKy KapTOHHYIO.

NPHMEHEHUIO B
KapTOHHYIO.

nauky

16 | Labeling / MapkupoBka

According to ND / B cooTseTcTBUM ¢ HIT

17 Storage conditions /
XpaHeHue

Below 25 °C. / Ilpu Temneparype ue Beiwue 25 °C.

18 Shelf life / Cpok roanocTn

2 years /2 ropa

* 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 BbINYCKe JeKAPCTBEHHOTO MpENapaTa KOHTPOJIb Ka4eCTBAa M0 moKka3aTeio « MHKpoGHoIoruiecKkas
YHCTOTA» NPOBOAKTCS AN KaxKA0# 20-0ii cepuu, UM AJIsl OAHOH CEPUH B roll, B 3aBHCHMOCTH OT TOI'0, YTO

HACTYIIUT paHbLUE.

API name / Haumenosanune A®C:

Ketorolac tromethamine / Keroponaka
TPOMETAMHH

Remarks: The Product conforms to ND/
Tlpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBaHusM HJI

Conclusion: APPROVED /
3akaouenne: OJOBPEHO

Prepared by /

/-"

I

IToarorosneHo: Shivgm’ Devi

Checked by /
IlporepeHo: Rama Kagg_

qﬂﬂ/

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoayrens
Manoj Kumar 1

Reprint Date /
Hata: 16.04.2024

Reprint Date /
Hata: 16.04.2024

Reprint Date /
Jara: 16.04.2024

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@drreddys.com
CIN: L85195AP1984PLC0O04507
wwvdrieddys.couin




Dr.Reddy’s Q3¢

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

www.drreddys.com

CEPTUOHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Dkenpece (keToponak) TableTkH, AUCIIEPrUPyeMBIE B TTOJIOCTH pTa, 10 Mr

Batch No / : V2400564 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 040002490242 Date of Analysis / : 16.04.2024
AHaauTHYEeCKHH oTUeT No Jarta ananuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTta npousBoncraa I'ogen no

Analysis performed according ND / Ananu3 nposexen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8 /Crp. 8u3 8

INN/ MHH:

Ketorolac / Ketoposak

API manufacturer batch number /
Howmep cepun nponssoauteisi AOC:

ABRHO001513

FP Manufacturer API Batch number /
Howmep cepun cy6eTtanuuu npoussoanrens IJID:

FERA00143

API Manufactured by & country /
Ipoussoanrens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c JTabopaTtopuc JIta., Uagus

Remarks: The Product conforms to ND/
IIpumeuanue: IIpogykT cooTBeTcTBYET TpeGOBaHKam HJT

Conclusion: APPROVED /
3axaodenne: OJJOBPEHO

Prepared by / Checked by /
INoarorosneHo: Shivani Devi | IIpoBepeHo: @ama Kant

Approved by: Manager/Executive /

Ono6peno: Menemxep / Pykosoaurenb
Manoj Kumar @j

M Jue L
Reprint Date /

Reprint Date /
Jlata: 16.04.2024 Jara: 16.04.2024

Reprint Date /
Jata: 16.04.2024

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@drreddys.com
CIN: L85135AP1984PLC004507
www.drreddys.com




