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
Te!: +91 98166 56001-02
www.drreddys.com

CEPTUO®HUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dxenpecc (keToponak) TabneTky, UCTieprupyeMble B IONOCTH pTa, 10 Mr

Batch No / : V2400860 Batch Quantity / : 3600000 tab /
Cepus Ne Obnem cepHu 3600000 Tab
Analytical Report No / : 040002533142 Date of Analysis / : 23.05.2024
AHaguTHyeckuid oTyeT Ne JlaTa anaan3za

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa nponzBoacTBa T'open no

Analysis performed according ND / Ananns nposegen mo H/[:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1of 8 /Crp. 1 u3 8

No

VY ®-cnekTpodoToMeTpus

Ne Test / [lokasaTte/b Results / PesynabTatst Specification / Hopma
1 Description / Onucaune Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "[" debossed on one | with "{" debossed on one side. /
side. / Kpyrasle, miockue | Kpyrnsle, miuockue Tabnetku ¢ $packoii,
TabneTkH ¢ ¢ackoli, CBETIO- | CBETJIO-XKENTOTO LBETa C IPAaBUPOBKOHN
JKENTOro LiBeTa ¢ IpaBUPOBKOIl | «|» Ha ofHOI CTOpOHe.
«I» Ha OJIHOM CTOpOHE.
2 Identification / IloaIuHHOCTB
Ketorolac / Kemoponak
a) Byuv/ Complies / CooTBETCTBYET UV spectra of the test solution and

ketorolac tromethamine standard
solution should have peaks at the same
wavelength (+ 2 nm). / V®-crnekTpsl
NOINIOLIEHHs HCIIBITYEMOTO pacTBopa U
pacteopa  CTaHZapTHOTO obpasua
KeTopojiaka TpOMEeTaMHHA  AOJIKHBI
YIMETb MaKCUMYMBI IIPU OJHOM U TOH Xke
JUTHHE BOJHEI (£ 2 HM).

Conclusion: APPROVED /
3akmouenune: OJOBPEHO
Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBoauresnb
Manoj Kumar

Remarks: The Product conforms to ND/

ITpumeuanue: IIpoaykT coorBeTcTBYeT Tpeboranusam HJ{
Prepared by / Checked by /
[Toarorosneno: Rama Kant IIposepeno: Pardeep Kumar

Bt g

Reprint Date / Reprint Date /
Hara: 23.05.2024 Mara: 23.05.2024

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

Reprint Date /
Hara: 23.05.2024




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
Te!: 491 98166 56001-02
www.drreddys.com

CEPTUOPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon™ Skcnpece (ketoponak) TableTkH, AMCIeprupyeMble B MOJIOCTH pra, 10 Mr

Batch No / : V2400860 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002533142 Date of Analysis / : 23.05.2024
AHaJIMTHYECKHH oTyeT Ne Jara anaan3a

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jdara nponsBojacTrea I'onen o

Analysis performed according ND / Ananus nposenen no HJI:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/ Crp. 2 3 8

No

Test / [Tokasarens
Ne

Results / Pesynbratsl

Specification / Hopma

b) By HPLC / BDXX

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 yaepxuBaHuA
OCHOBHOTO [MKa Ha XpoMmarorpamme
UCIIBITYEMOIO  PacTBOpa  IOJIKHO
COOTBETCTBOBATH BpeMeHU
YOSpKWBaHHA OCHOBHOrO IHKa Ha
XpoMaTorpaMmme pacTBopa
CTaHAApPTHOTO KeTopoJlaka
TpoMeTaMHHa (paznmen
«KonuuecTBeHHOE OTIPENENICHUEY).

obpasua

Remarks: The Product conforms to ND/

IMpumeuanue: [Iponykt cooreeTcTRyeT TpeboBanusam HJL

Conclusion: APPROVED /
3akarwuyenne: OJOBPEHO

Prepared by /
IToxarorosneHo: Rama Kant

Checked by /
[poeepeHo: Pardeep Kumar

- -

Approved by: Manager/Executive /
OnobpeHo: Menemkep / Pykosoaurens

Manoj Kumar
7

Q-
Reprint Date /

Hara: 23.05.2024

Reprint Date /
Jara: 23.05.2024

Reprint Date /
Jara: 23.05.2024

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: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




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

Qe
DI'. Reddy’s ".. Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon™ Dkenpece (ketoponak) TabeTKH, AUCIEPrdpyeMble B MOJOCTH pTa, 10 Mr

Batch No / : V2400860 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepun 3600000 Tab
Analytical Report No / : 040002533142 Date of Analysis / : 23.05.2024
AHanuTHYeCKHIl oTyeT No JlaTa anam3sa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTa mpoH3BOACTBA T'onen go

Analysis performed according ND / Ananns npoeenen mo H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page30of 8/ Crp.3u3 8

No
Neo
3 Identification Complies / CooTBeTcTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MMoaauHHOCTH butylhydroxyanisole peaks on the
OYTHJArHAPOKCHAHU30 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 ynaepxuBaHus
MUKOB  2-OyTHUITCHOPOKCHAHW30NA U
3-0yTUArHAPOKCHAHU30I1A Ha
XpoMaTorpaMme UCIIBITYEMOr0
pacTBopa HOJDKHBI COOTBETCTBOBAThH
BpeMeHaM YAEPKUBAHUA MTUKOB
2-0yTUITHAPOKCHAHU301a 51
3-6yTUITHAPOKCHAHU30M1a Ha
XpoMaTorpaMme pactBopa
CTaHAAPTHOTO obpasua
OyTUITHIPOKCHAHU30IIA (paznmen
«ConepxaHue
OYTUITHIPOKCHAHU30TIaN).

Test / loka3aTennb Results / Pe3ynbraTh Specification / Hopma

4 Average weight / Cpenusis 69.3 mg/69.3 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 to ND/ Conclusion: APPROVED /
Ilpumeuanue: [IpoaykT cooTBeTCTBYET Tpebopanusam HJT Sakawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Rama Kant Iposepeno: Pardeep Kumar | OnoGpeno: Menemxep / Pykosonutrens

@w\%d} C:Ir’___ Manoj Kumar W

Reprint Date / Reprint Date / Reprint Date /
Jlara: 23.05.2024 Hata: 23.05.2024 Hara: 23.05.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- +91 4N 4900 2900, Fax: +91 10 1900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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, INDJA

Te!l: 491 98166 56001-02
www.drreddys.com

CEPTHUOPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponykr: Keropon™ Okenpecc (keToposak) TabaeTku, AUCIeprupyeMble B MOIOCTH pTa, 10 mr

Batch No / : V2400860 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002533142 Date of Analysis / : 23.05.2024
AHanHTHYeCKHI oTUeT No HJaTta ananuza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTa npousBoacTBa I'oxen oo

Analysis performed according ND / Anasms nposeaen mo HJ:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 4 of 8/ Crp. 4 u3 8

;’0 Test / ITokazaTtens Results / Pesynbrats Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTRYET 18/20 tablets - not more than + 10 %
OaHOpOAHOCTHL MacChl 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He Oonee + 10%
2/20 Tabnetok — He Ooxee + 20 %

5 Disintegration time / 00 min 17 sec / 00 mun 17 cex Not more than 3 min / He 6onee 3 mun
Pacnapaemocthb

6 Dissolution / PacTropenne Unit-1/ Ta6n-1 104% Not less than 75% (Q) of

. Ci1sH13NO3+C4H;1NO3 (ketorolac
[Cinites/fre0mse 28 tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 98% 75% (Q  CisHisNO3*C4H11NO;3

. . (keToposiaka ~ TpOMETaMUH)  4depe3
Unit-4 / Tabn-4 97% 15 MUH
Unit-5 / Tabn-5 104%

Unit-6 / Ta6n-6 103%

7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a

JucnepcHocTh 710 pm sieve is formed. / Obpazyercsa
OIHOPOAHAA CYCMEH3Us, MPOXOAALIAs
CKBO3b CHUTO C pa3sMepoM OTBEpCTHii
710 MKM.

Conclusion: APPROVED /
3axmouenne: ONOBPEHO
Approved by: Manager/Executive /
Opobpeno: Menemxep / PykosoguTenb
Manoj Kumar /

Remarks: The Product conforms to ND/

IIpumeuanue: [Ipogykr cooTBeTcTBYET TpeboBanuam HJI
Prepared by / Checked by /
IToxrorosneno: Rama Kant [Iposepeno: Pardeep Kumar

Gt |

Reprint Date / Reprint Date /
Hara: 23.05.2024 Hata: 23.05.2024

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: mail@drreddys.com
CIN: L85195AP1984PLC00A507
www.drreddys.com

Reprint Date /
Jata: 23.05.2024




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

Te!: +91 98166 56001-02
www.drreddys.com

CEPTHO®UKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkcnpecc (keToposiak) TabaeTKy, JUCIeprupyeMble B 0J0CTH pTa, 10 Mr

Batch No / : V2400860 Batch Quantity / : 3600000 tab /
Cepusa Ne Ob6nem cepuu 3600000 Tab
Analytical Report No / : 040002533142 Date of Analysis / : 23.05.2024
AnaquTudyecknii oruert Ne Jlara amaam3za

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa npou3BoacTBa T'open no

Analysis performed according ND / Ananns nposenen mo H/:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 5of 8/ Cip. S5u3 8

8 Related impurities / PoacTBeHHbIe npumecu

ketorolac 1-hydroxy analog /
1-ruppokcruananor
KeTopoJlaka

ketorolac 1-keto analog/

Below LOQ (LOQ = 0.0032 %) /
Hixe npenena konuuecTBEHHOTO
onpeaenenus ([IKO = 0.0032 %)

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

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

1-xeToaHaJior KeTOponaKa 0.03%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€NMHUYHAS
HEeHAEHTUHIHUPOBAHHAS 0.02 %
npumech
Total impurities / 0.1 % Not more than 1.0 % / He 6osee 1,0 %
CyMmMa npumecert
9 Water / Boaa 2.6% Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTouHble opraHuyecKkHe pacTBOPHTEIH

Isopropyl alcohol /
HzonponaHon

12 pg/tab /
12 Mkr B TabneTke

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

Remarks: The Product conforms to ND/
ITpumeuanue: [Iponykrt coorBeTcTBYeT TpeboBaHusM HJI

Conclusion: APPROVED /
3axmwouenne: OJJOBPEHO

Jara: 23.05.2024

Jara: 23.05.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarororneno: Rama Kant [IpoBepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBoaHTENb
W’r Manoj Kumar % .%E s é
/ _
Reprint Date / ) Reprint Date / Reprint Date /

Jara: 23.05.2024

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: mail@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

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon" Okcnpece (keToponak) TabneTku, AMCIEprupyeMble B IONIOCTH pTa, 10 Mr

Batch No / : V2400860 Batch Quantity / : 3600000 tab /
Cepnsn Ne O6beM cepuu 3600000 Tab
Analytical Report No / : 040002533142 Date of Analysis / : 23.05.2024
AHaJnTUHYeCKHI oTueT No JdaTta apanausa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jara nponsBojcTea I'oaen no

Analysis performed according ND / Auanus nposeaen mo HJL:
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 / Mukpo6uosorudyeckast YucTora™
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1iee yucno He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61ee He 6onee 100 KOE/r
YHCNIO APOMKIKEBBIX H
TUIECHEBBIX IPUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBHEe B 1 T
12 Uniformity of dosage units / 3.6 Acceptance value (AV) not more than
OpHopoaHOCTL 15.0 / [TpuemouHoe 3HaueHue (AV) He
JN03UpPOBAHUSA 6onee 15,0.
13 Assay / KosinuecTBeHHOe 10.0 mg/ 10.0 mr From 90mg to 11.0mg of
omnpeaeneHune (100.1 %) CisH13NO3+CsH1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
o 1 1,0 MI C15H13N03'C4H11NO3
(xetoponaka TpoMeTtamuH) (oT 90,0 mo
110,0 % oT 3asBIEHHOTO KOJIMYECTRA) B
TabneTke
14 | Butylhydroxyanisole 0.0942 mg/tab / Not less than 0.042 mg/tab /
content / CoxgepxaHue 0.0942 mr B TabneTke He menee 0,042 Mr B Tabierke
OYTHJITHAPOKCHAHU30/12

Remarks: The Product conforms to ND/

Ilpumeyanue: IlponyxT cooTseTcTBYET TpeboBanuam HJL

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
IToxrororneno: Rama Kant

dul

Checked by /
Ipoeepeno: Pardeep Kumar

oL

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

Manoj Kumar
-—'-'_._._._J

\

Reprint Date /
Hara: 23.05.2024

Reprint Date /
Jara: 23.05.2024

Reprint Date /
Jata: 23.05.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- +91 40 1900 2900, Fax: 161 10 1900 2999, Cmail: mail@drreddys.cun
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q‘:‘

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHO®HUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon™ Dkenpece (keToposak) TabaeTkH, AHcneprupyemple B HonocTy pra, 10 mr

Batch No / : V2400860 Batch Quantity / : 3600000 tab /
Cepna Ne O6Bem cepun 3600000 Tab
Analytical Report No / : 040002533142 Date of Analysis / : 23.05.2024
ApaJuTHueckHii oTyeT Ne JlaTa ananusa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jlara npou3BogcTBa T'omen go

Analysis performed according ND / Anann3 nposenen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 7 of 8/ C1p. 7 u3 8

(PA/AL/PE

15 | Package / YnakoBka 10 tablets in a blister of | 10 tabletsina blister of (PA/AL/PE with

desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / ITlo 10
information leaflet in a carton | Tabnerox B Gancrepe u3 ([TA/AJI/IID ¢
pack. / Tlo 10 Ttabnerok B | Baaronornotutenem/IIOBII) donvru //
6muctepe  u3  (TTA/AJV/TID ¢ | (T19/AJ) donsru. Tlo 1 unum 2 Gnvctepa
piaronorioturesiem/[123BIT) ¢ MHCTPYKIMEH MO NPUMEHEHHUIO B
¢oneru // (I12/AJ1) doneru. [lo | nauky KapTOHHYIO.

2 Oaucrepa ¢ MHCTpyKLMeld no

with | desiccant/HDPE) foil // (PE/AL) foil. 1

XpaHeHue

[pUMEHEHHIO B NaukKy
KapTOHHYIO.

16 Labeling / MapkunpoBka According to ND / B cootBetcTBuu ¢ HJ

17 Storage conditions / Below 25 °C. / Ilpu Temneparype He Bbiile 25 °C.

18 | Shelf life / Cpok roanoctu 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.

* [Ipu BbINMYyCKeE JIEKAPCTBEHHOIO MpenapaTa KOHTPoJIb KayecTsa Mo nokaszareai «Muxkpobuosornyeckas
4UCTOTA» NPOBONUTCS MJIsA Kaxaoii 20-0if cepuy, WK A5 OAHOi cepHH B O/1, B 3aBUCHMOCTH OT TOr0, YTO

HACTYNUT paHbLIE.

Remarks: The Product conforms to ND/
INpumeuanue: [IpoaykT cooTeTcTBYeT TpeboBaHusaM H/JI

Conclusion: APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Rama Kant IIposepeno: Pardeep Kumar | Onobpeno: Menenxep / Pykosoauresnn
Q)l!/r‘/ [' Manoj Kumar /
U = tgwwj_____,_ﬂ
Reprint Date / i Reprint Date / Reprint Date /
Jara: 23.05.2024 Jara: 23.05.2024 Hara: 23.05.2024

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: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDj{A
Tel:+91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoeaykr: Keropon® Dkcrnpecc (keToposak) TabieTkH, AUCIEprupyeMble B NIONOCTH pTa, 10 Mr

Batch No / 1 V2400860 Batch Quantity / : 3600000 tab /
CepHsa Ne O06BeM cepar 3600000 Tab
Analytical Report No / : 040002533142 Date of Analysis / : 23.05.2024
AHaauTn4yeckuii oTyeT Ne Jlara anaansa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa npou3BoOACTBA T'open no

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

Page § of 8/ Crp. 8 w3 8

API name / Haumenopanne A®C:

Ketorolac tromethamine / Ketoponaka
TpOMeTaMHUH

INN/MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Howmep cepuu npoussoautensi AOC:

ABRH001513, ABRH002636

FP Manufacturer API Batch number /
Homep cepuu cyocTanuuu npoussoautess [JIP:

FERA00143, FERA00192

API Manufactured by & country /
IIpouseoauntens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pepau'c Jlabopatopuc Jita., Muaus J

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusIM HJL

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by /

ITonrorosneno: Rama Kant IMposepeno: Pardeep Kumar | OngobpeHo: Menemxkep / Pykosoguresb

Approved by: Manager/Executive /

-~

Manoj Kumar

Reprint Date / ' Reprint Date /
Jara: 23.05.2024 Jara: 23.05.2024

Reprint Date /
Jara: 23.05.2024

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



