Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Lahoratories Lid,
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
Tel : 01 98166 56001-02
www.drreddys.com

CEPTHO®HUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Skenpece (ketoposak) TabneTki, AHCTIEPrUPYyEMbIE B T10JI0CTH pTd, 10 mr

Batch No / : V2302484 Batch Quantity / : 3600000 tab /
Cepusa No O6bem cepun 3600000 Tab
Analytical Report No / : 890001706870 Date of Analysis / : 20.12.2023
AHAJTHTHYECKHH oTUeT N2 Jara anannsa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jdara npon3BojcTBa I'ogen no

Analysis performed according ND / Ananns nposenen no H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3smenenue Nel ot
27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page 1 0of 8 /Crp. 1 m3 8

No

No Test / Iloka3zarennb

Results / Pe3ynbratsl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpymble, 1jockue
Tabnetku ¢ Gackoi, CBETJIO-
XKEJITOr0 LBETa C TPaBUPOBKOH
«l» Ha OTHOH CTOpOHE.

Light yellow round flat beveled tablets
with "[" debossed on one side. /
Kpyruble, Iiockue TabneTku ¢ Gpackoi,
CBETNO-XKENTOrO LBETA C IPaBUPOBKOH
«l» Ha 0JHOM CTOpPOHE.

2 Identification / ITomIHHHOCTH

Ketorolac / Kemoponax

a) ByuUv/

Vd-cnektpodoTomMeTpUs

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTphl
NOTJIOIIEHHSA HCIIBITYEMOro pacTBopa U
pacTBOpa  CTaHgapTHoro  ofpasua
KeTopoJiaka ~TPOMETaMMHa  JOJDKHbI
HMeTb MaKCUMYMbI TIPU OJTHOM U TOM Xe
JUTMHE BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/
[Mpumeuanne: [TpoxyxT coorBercTByeT TpeboBanusam HJI

Conclusion: APPROVED /
3axaouenue: OJJOBPEHO

Jata: 20.12.2023

Hara: 20.12.2023

Prepared by / Checked by / Approved by: Manager/Executive /

[Moarorosneno: Ankit IMpoeepeHo: Rama Kant Onobpeno: Menemkep / PykoBoauresb
/ (33 Amit Kumar f} L

Reprint Date / Reprint Date / Reprint Date / )

Hara; 20.12.2023

Registered Office: 8-2-337, Road No, 3, Banjara Hilts, Hyderabad - 500034, Telangana, India
Tal: +©1 40 4900 2900, Fax: +91 40 4900 2999, Emaik: mail@dirreddys.com

CIN: LS5195AP1984PLTO04507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

vill. Khol, Nalasarh Road, Badd;i,
Distt, Solan, H.P.,, 173 205, IND1A
Tel : +91 981565 56001-02

CEPTUOUKAT AHAJIU3A

www.drredadys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HMpoayxr: Keropon” Dkenpecc (keToposak) TabneTkH, AUCNEPrHPYEMbI€ B MOJIOCTH PTd, 10 Mr

Batch No / : V2302484 Batch Quantity / : 3600000 tab /
Cepusa Ne O0beM cepHn 3600000 Tab
Analytical Report No / : 890001706870 Date of Analysis / : 20.12.2023
AHasuTHYecKHii oTueT Ne JlaTa ananusa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jdarta nponsBoacTsa I'open no

Analysis performed according ND / Apanus nposenen nmo H/L:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3meHenue Nel or

27.12.2021, u3menenne Ne2 or 11.11.2022)

Page 2 of 8/ C1p. 2 m3 8

No

Test / Iloxka3aTennb
No

Results / Pe3ynbTaTsl

Specification / Hopma

b) By HPLC / BOXX

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  yoepKUBaHUA
OCHOBHOTO MHKa Ha XpoMarorpaMmme
HCTIBITYCMOI'G ~ pacTBOpa  JAOIDKHO
COOTBETCTBOBATh BpEMEHU
YIEPKUBAHUA OCHOBHOrO IHKa Ha
XpoMaTorpaMmme pactBopa
CTaHIapTHOrO KETOpOJIaKa
TpOMETaMHHa (pazmen
«KONMYECTBEHHOE OTIPENeTICHHER).

obpasua

Remarks: The Product conforms to ND/

ITpumeyanue: [IponykT cooTseTcTBYET TpeboBanusam HJ

Conclusion: APPROVED /
3aknuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IMoarorosneHo: Ankit fb\ INpoeepeno: Rama Kant Onobpeno: Menemxep / Pykooautensb
P M Amit Kumar (} }//

Reprint Date / Reprint Date / Reprint Date / '

MHara: 20.12.2023 Jara: 20.12.2023 Jata: 20.12.2023

Registered Office: §-2-237, Road No. 3, Banjara Hills. Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com
CIN: LS5195AP1984PLCO04507

www.drreddys,.com




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

@o
Dr. Reddy,s ‘.... vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 93166 56001-02

CERTIFICATE OF ANALYSIS wew.drreddys.com
CEPTUOUKAT AHAJIU3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon™ Dkcnpecc (ketoponak) TabneTku, AHCHEPrupyembl€ B MOJIOCTH PTa, 10 mr
Batch No / 1 V2302484 Batch Quantity / : 3600000 tab /
Cepns Ne O0nem cepun 3600000 Tab
Analytical Report No / : 890001706870 Date of Analysis / : 20.12.2023
AnanuTudeckHii oTuer Ne JaTta anajin3a
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jata npoM3BOACTBA I'onen no
Analysis performed according ND / Ananns nposeaen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3meHenue Nel or
27.12.2021, namenenue Ne2 ot 11.11.2022)
Page3 of 8 /Crp.3 u3 8
‘1:.? Test / Iloka3aTens Results / Pe3ynbpTaThl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IonauHHOCTH butylhydroxyanisole peaks on the
Gy THIArMAPOKCHAHM30T 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 yIepKUBaHHA
[MKOB  2-OyTHJITHAPOKCHAHM3ONA U
3-6yTHIrHAPOKCHAHU30a Ha
XpoMarorpamme HCIBITYEMOTO
pacTBopa JIOJDKHBI COOTBETCTBOBATh
BpEMEHaM  YAEePXUBaHUS  IHKOB
2-6yTHATHAPOKCHAHU30]IA u
3-6yTUIrMAPOKCHAHU30JIA Ha
Xpomarorpamme pacTBopa
CTaHIApPTHOTO obpasua
OyTUITHAPOKCUAHU30JIa (paznen
«CopaepxaHue
OYTWITHAPOKCHAHU30JIAN).
4 Average weight / Cpeansis 68.7 mg / 68.7 Mmr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %)./
mMacca Ot 67,2 mr o 72,8 mr (70,0 Mr = 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: IIpoaykt cooTBeTcTBYET Tpebosanusam H/I 3axumouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroneno: Ankit f [Tposepeno: Rama Kant Ono6peHo: Menenzxkep / Pykoroaurens
A . Amit Kumar {&‘ [
Lo %
Reprint Date / Reprint Date / Reprint Date / '
Jata: 20.12.2023 JlaTa: 20.12.2023 Hara: 20.12.2023

Registered Office: 8-2-357, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 461 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@di seddys.com
CIN: L85195AP1934PLCO04507
www.drraddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTHM3A

Dr. Reddy's Lahoratories Lid
Formulation Unit-6

Vifl. #ho!, Malagarh Roed, Baddi,

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

201 96166 55001-062

=
1
wwiv, drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxkcrpecc (keToposak) TabneTki, AMCIEPrHpYEMbIe B MOJIOCTH PTa, 10 Mr

: 3600000 tab /

Batch No / 1 V2302484 Batch Quantity /

Cepus Ne O0bem cepHH 3600000 Tab
Analytical Report No / : 890001706870 Date of Analysis / : 20.12.2023
AHanuTHYecKHii oTueT No JlaTa ananusa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JlaTa npoM3BOACTBA T'open no

Analysis performed according ND / Ananms nposegen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel or

27.12.2021, namenenue Ne2 ot 11.11.2022)

Page4 of 8/ C1p. 4 m3 8

§.00 Test / [loka3aTenb Results / Pe3ynbraTel Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOpPOAHOCTH MACChl 2/20 tablets - not more than + 20 % /
18/20 Tabnerok — He Oonee +10 %
2/20 tabnerok — He Honee = 20 %
5 Disintegration time / 00 min 21 sec / 00 muH 21 cex Not more than 3 min / He 6onee 3 MuH
Pacnapaemocthb
6 Dissolution / PacTBopenue Unit-1/ Tabn-1 100% Not less than 75% (Q) of
. C1sHi3NOs*C4H, INO; (ketorolac
Unit-2 / Tabn-2 100% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 98% 75% (Q)  CisHisNO3*CsHiiNOs
. . (keToponaka  TPOMETaMHH)  4€pes3
Unit-4 / Tabn-4 98% 15 MuH
Unit-5 / Ta6n-5 99%
Unit-6 / Tabn-6 99%
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
JucnepcHOCTh 710 pm sieve is formed. / O6pasyercs
OJJHOPOJHAs CYCIICH3Usl, MPOXOAAILAst
CKBO3b CHTO C Pa3MEpOM OTBEPCTHUH
710 MxM.

Remarks: The Product conforms

[Ipumeuanue: [IpoaykT coorrercTByeT TpeboBanmsm H/T

to ND/

Conclusion: APPROVED /
3axmouenue: OJIOBPEHO

Hara: 20.12.2023

Prepared by / Checked by / Approved by: Manager/Executive /

[Moarorosneno: Ankit ﬁ IIpoeepeno: R an Ono6peno: Menemxep / Pykosoautesis
st m Amit Kumar s

Reprint Date / Reprint Date / Reprint Date / 0

Hara: 20.12.2023

Hara: 20.12.2023

A e e

vwedraddys.cam

3, Banjara Hiliz, Hyderabad - 506034, Telangana, India
; sil: Mm@ drreddys.com




Dr.Reddy’s ":"

O Reddy's Laboratories Ltd
Formulation Unit-6

vill. €hol, Nalagarh Read, Bandi,
Disit, Solan, H.P, 173 205, INDiA
Tl +91 98166 56001-02

CERTIFICATE OF ANALYSIS "
CEPTHOHUKAT AHAJIM3A FNER. AFFEcldlgS. cam

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Ketopon® Dkcnpece (keToponak) TableTku, JMCIeprupyeMble B monocty pra, 10 mr

Batch No / : V2302484 Batch Quantity / : 3600000 tab /
Cepus Ne O0nbem cepun 3600000 Tab
Analytical Report No / : 890001706870 Date of Analysis / + 20.12.2023
AHaJIMTHYECKHH oTyeT Ne Jara anaiuza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JaTta npon3BoAcCTBa I'ogen mo

Analysis performed according ND / Ananus nposegen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or

27.12.2021, n3amenenue Ne2 ot 11.11.2022)

Page 5of 8 /Crp. Smu3 8

8 Related impurities / PoacTBenHble NpuMecH

1-ruapokcuaHaior

ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %

[Like nperena obHapyskerns (ITO —

KeTopoJiaka 0.0010%)
ketorolac 1-keto analog/ 0.06 % Not more than 0.8 % / He 6osee 0,8 %
1-KeToaHaIOr KETOpoiaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
e IHITYHasI
HeuIeHTU)HIIMPOBaHHAas
npumMech
Total impurities / 0.1 % Not more than 1.0 % / He 6oxee 1,0 %
Cymma npumeceit
9 Water / Bopa 24 % Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTtaTounble OpraHM4ecKue pacTBOPUTEIH
Isopropyl alcohol / 5 pgltab/ Not more than 350 pg/tab /
Wzonponanon 5 MKT B TabneTke He 6onee 350 Mxr B TabieTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeyanue: IIpoaykt cooTBeTcTBYeT TpeboBanusam HJL 3axnrouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Ankit /) [Tpoeepeno: Rama Kant Onobpeno: Menemxkep / PykoBonutenb
A x QL & Amit Kumar A
1 il
Reprint Date / Reprint Date / ' Reprint Date / '
MHara: 20.12.2023 Hara: 20.12.2023 Jara: 20.12.2023

wwwdrmpddys.cam




Dr.Reddy’s ng

Or. Reddy's Laboratories Lid
Formulation Unit-6
Vill. ¥hol, Nalagarh Road, Baddj,

Distt, Solan, H.P, 173 205, INDHA
CERTIFICATE OF ANALYSIS 000
CEPTHO®HUKAT AHAJM3A eus ArieSdya.eal

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Skcnpecc (keToponak) TabneTku, AMCIEPrHpyeMbie B MOJIOCTH pTa, 10 mr

: 3600000 tab /

Batch No / 1 V2302484 Batch Quantity /

Cepus Ne O0nem cepuH 3600000 Tab
Analytical Report No / : 890001706870 Date of Analysis / : 20.12.2023
AHanuTHYyeckuii oTuer Ne Jlara anaausa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jdara npoH3BOACTBA I'onen 1o

Analysis performed according ND / Apanus nposeaen no H/L:

JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, namenenue Ne2 ot 11.11.2022)

Page 6 of 8 / Crp. 6 u3 8

11 | Microbial enumeration tests / MukpoGuooruueckasi 4ucTora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6uice yuco He 6osee 1000 KOE/r
a’pOOHBIX MUKPO-
OpraHu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Of1iee He 6onee 100 KOE/r
YHCIIO APONOKEBBIX U
IUIECHEBBIX [PHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBUE B 1 T
12 | Uniformity of dosage units / 2.7 Acceptance value (AV) not more than
OpHopoaHocTh 15.0 / IlpuemouHoe 3HaueHue (AV) He
JO3UPOBAHMSA 6omnee 15,0.
13 Assay / KosinuecTBeHHOe 9.8 mg /9.8 Mmr From 90mg to 11.0mg of
onpenejicHue (98.1 %) C15sH3NO3+C4H |1 NO3 (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‘C4H1 1NO3
(xeToponaka TpomeramuH) (o1 90,0 10
110,0 % OT 3asBIIEHHOTO KOJIMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0955 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0955 mr B TabeTke He menee 0,042 Mr B TabneTke
OyTHATHAPOKCHAHH30J1A

Remarks: The Product conforms to ND/
INpumeuanue: ITpoaykr coorBeTcTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
Zakawouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[oaroTtorneHo: Ankit ) IIpoBepeHo: a Kan Ono6peno: Menemwkep / Pykosoaurens
/\ RK 1'_ Amit Kumar L

Reprint Date / Reprint Date / ' Reprint Date /

Jara: 20.12.2023 Jara: 20.12.2023 Jata: 20.12.2023

Rogisterpd Qificor B-2-337, &

Tol 42140

yad - 500024, Telangana, indic

maild@drreddys,com




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

. @
Dr. Reddy S ... Vitl, Khol, Nalagarh Read, Badclj,

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

CERTIFICATE OF ANALYSIS dlll‘* 26203»—02
CEPTUO®HUKAT AHAJIN3A nan. drreddys.coi

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Okcnpecc (keToposiak) TabieTkH, AMCTIEPrHpyeMbIe B OJIOCTH pTa, 10 Mr

Batch No / : V2302484 Batch Quantity / :+ 3600000 tab /
Cepust Ne O6beM cepun 3600000 Tab
Analytical Report No / : 890001706870 Date of Analysis / : 20.12.2023
AnaanTHyecKuii orger Ne Jlara ananusa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JaTa npousBoacTBa I'onen xo

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

27.12.2021, u3menenue Ne2 or 11.11.2022)

Page 7 of 8/ Crp. 713 8
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsina blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Tabnerox B Gaucrepe us (ITA/AJIIID ¢
pack. / Tlo 10 Tabnerox B | Bnaromornotutenem/ITOBII) ¢onbru //
6muctepe w3 (ITA/AJVIID ¢ | (IT9/AJT) domeru. ITo 1 uim 2 Gnuctepa
Biaronornoturenem/I13BIT) C HUHCTPYKLMEHl IO NPHMEHEHHIO B
doneru // (II3/AJT) doneru. [lo | nauxy KapTOHHYIO.

2 Gnmyucrepa ¢ HHCTPYKLIMEH Mo

NPUMEHEHHUIO B HavkKy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootetctBuu ¢ HJJ

17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Boiute 25 °C,

XpaHenue

18 | Shelf life / Cpok roonocTu 2 years / 2 roga

* 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.

* [Ipn BLINYCKe JIEKAPCTBEHHOTO NPENapaTa KOHTPOJIb KA4ecTBA Mo nokasare/io «Mukpoduonoraieckas
YUCTOTA» NMPOBOAUTCS AJisi Kaxaoi 20-0ii cepuH, HJIM /ISl OHOM CepUH B rOfi, B 3aBHCUMOCTH OT TOr0, 4TO

HACTYNUT pAHbLIE.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tpumeuanue: IIpoxyxt cootBeTcTBYET TpeboBanuam H/I 3akawyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ankit & ITpoBepeno: Rama Kant Ono6peno: Menemxep / PykoBoaurens

Amit Kumar g

o P

Reprint Date / Reprint Date / Reprint Date/
Jara: 20.12.2023 Jara: 20.12.2023 Jlata: 20.12.2023




Dr, Reddy's Laboratories iid
) .... Formulation Unit-o
Dr. Reddy S @ vill. khol, Malagarh Road, Baddi,
= Distt. Salan, H.R, 173 205, INDIA
166 52001-02

wyrw.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keToponak) TaGNeTKH, AUCOEPrupyemsle B noaocTu pra, 10 mr

Batch No / 1 V2302484 Batch Quantity / : 3600000 tab /
Cepus Ne O6Bem cepun 3600000 tab
Analytical Report No / : 890001706870 Date of Analysis / : 20.12.2023
AnajuTHYecKHii 0T4eT Ne JlaTa anaausa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara nponssoacrsa T'onen go

Analysis performed according ND / Ananns nposenen nmo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, namenenne Ne2 or 11.11.2022)

Page 8 of 8/ C1p. 8 u3 8
API name / HanmenoBanne A®C: Ketorolac tromethamine / Keroponaka
TPOMETaMUH

INN / MHH: Ketorolac / Keroponak

API manufacturer batch number /

Homep cepun npoussoautens ADC: ABQHOIG61Z, ABQE005587

FP Manufacturer API Batch number /

Homep cepumn cy6ecTanuum npoussoautens I'JID: FEQASET, FEQAN0S6S

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

Hponseoaurens, A®C, crpauna: J-p Peqmy'c Jlaboparopuc Jita., Uupus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: IlpogykT cooTBeTcTBYET TpeboanusM HJI 3axmoyenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Ankit ;’{ [TpoBepeno: Rama Kant OnobpeHo: Menemxkep / Pykosoaurenn

; Amit Kumar =N
Reprint Date / Reprint Date/ Reprint Date /
JHata: 20.12.2023 Jlata: 20.12.2023 Hata: 20.12.2023
Rogisterad Office: § 5, R lerabad - 500034, Telangana, India

0 20T, Fax w21 &0 29498, Froal: mail@dmsddys.com

Tl 9T Wi as




