Dr.Reddy’s Q_‘:".

Dr. Reddy's Laboratories Lt
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, IND|A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHDUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon™ Skenpece (keroponak) TabieTky, AHCNEprupyemsie B 0J10CTy pra, 10 mr

Batch No / : V2302482 Batch Quantity / : 3600000 tab /
Cepns No O0bem cepHH 3600000 Tab
Analytical Report No / : 890001709548 Date of Analysis / : 03.01.2024
AHANHTHYECKHH oT4eT Ne JaTa anaausza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jdara mpousBoacTBa I'onen go

Analysis performed according ND / Ananns nposeges mo HJ:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3ameHerne Nel or

27.12.2021, namenenue Ne2 or 11.11.2022)
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No

No Test / IToxa3aTens

Results / Pe3ynbratel

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrste, [Iockue
Tabnetku c ¢acko#, cBerso-
XKEJITOTO 1IBETa C IPABHPOBKOM
«|» Ha ozHOM cTOpOHE.

Light yellow round flat beveled tablets
with "[" debossed on ome side. /
Kpyrnsle, nnockue TabneTky ¢ dpackoi,
CBETIIO-KEJITOTO LIBETAa C IPaBHPOBKOM
«l» Ha ogHOM CTOpOHE.

2 Identification / ITognIMHHOCTE

Ketorolac / Kemoponax
a) ByUv/ Complies / CooTBETCTBYET UV spectra of the test solution and
Yd-cuexrpodoToMeTpHa ketorolac  tromethamine  standard

solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpst
TIOTJIOMIEHHsT MCIBITYEMOTO pacTsopa U
pacTtBopa  cTaHmapTHoro  ofpasua
KETOpOJlaka TPOMETaMHHA  JOJDKHBI
HMMETh MAKCUMYMBI IIPH ONHOM U TOH e
JJIHHE BONHBI (£ 2 HM).

Remarks: The Product conforms to ND/

ITpumeuanue: IIpoaykr cooteercTByeT TpeboBanuam HJ

Conclusion: APPROVED /
3axnwuyenune: OJJOBPEHO

Prepared by /
IToaroroeneno: Shivani Devi

Checked by /
ITpoeepeno: Rama Kant

Approved by: Manager/Executive /

Onobpeno: Menenuep / Pykosoaurenn
Abhishek Chauhan L

/
A
Reprint Date /
Hara: 03.01.2024

Reprint Date /
Jata: 03.01.2024

/ ' \\HJ E: \
' Reprint Date / g
JHara: 03.01.2024

Reqisiered Office: 3-2-337, Read No. 3, Banjara Hilis, Hyderabad - 500034, Tefangana, India
Teet, #9130 4900 2306, MNos, +91 20 4800 3999, Diiail, 1eil@direddys,cusn

CiN: L85185AP1934PLCO04507
viww, drreddys,.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

" .
DI". Red dY’S q;. Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P., 173 205, IND| 5,
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®HKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Dkcnipece (keToponak) TabneTkH, IHCNeprupyemMbIe B NoyocTy pra, 10 mr

Batch No / 1 V2302482 Batch Quantity / :+ 3600000 tab /
Cepus Na Obnem cepun 3600000 Tab
Analytical Report No / : 890001709548 Date of Analysis / : 03.01.2024
AnamaTHyecKHif oTyeT Ne JlaTa aHain3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JaTa NpoM3BOACTBA Tomen no

Analysis performed according ND / Ananns nposegen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ usmenenne Nel ot

27.12.2021, uzmenenne No2 ot 11.11.2022)

Page2of §/Crp.2 u3 8

No

No Test / IToxazaTenn Results / Pe3yneTaTs! 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 yAepXuBaHHUA
OCHOBHOTO TMHKa Ha XpOMaTorpaMme
HCIIHITYeMOr0  pacTBopa  /JI0JDKHO
COOTBETCTBOBATH BpEMEHH
yHepXHMBaHHS OCHOBHOrO IMKA Ha
XpoMaTorpamme pacTBopa
CTaHmapTHoro ofpasua KeTopoyaka
TpOMETaMHUHa (paznen
«Konu1ecTBEHHOE ONPENEIIEHUEN).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Ipumeuanue: IIpoayxT cootsetcTByeT Tpebopanusm HJI 3axawyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Shivani Devi | [IpoBepero: Rama Kant OnobpeHo: McHCTYKOBOHHTCHB

/5,/ W Abhishek Chauhan L} \
\

Reprint Date / Reprint Date / Reprint Date /
Hara: 03.01.2024 JHara: 03.01.2024 Jara: 03.01.2024

Registered Office: £-2-337, Read Me. 3, Barjara Hills, Hyderabad - $00034, Telangara, India
Tal: #8140 4900 28060, Fa A4 200¢, Erpail: mail@drreddys.com




Dr. Reddy's Laboratories Lt
Formulation Unit-6

. s
Dr‘. Reddy,s ‘... Vill. Khol, Nalagarh Road, Badqi,

Distt. Solan, H.P., 173 205, liMD| 4
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykt: Ketopon® Dkcnpecc (keToposak) TabneTku, AUCTIeprHpyeMBIe B NIONOCTH pTa, 10 Mr

Batch No / 1 V2302482 Batch Quantity / ¢+ 3600000 tab /
Cepus Ne O6beM cepHH 3600000 Tab
Analytical Report No / : 890001709548 Date of Analysis / : 03.01.2024
AHanuTH4YeCKHH oTyer Ne JaTa aHanH3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JaTa npoH3BOACTBA Tonen no

Analysis performed according ND / Ananu3 nposeaen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / H3menenue Nel ot

27.12.2021, n3ameHenne No2 ot 11.11.2022)
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No
Ne
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IopauHHOCTHL butylhydroxyanisole peaks on the
Gy THITHAPOKCHAHH30J chromatogram of the test solution
should correspond by the retention times
to  2-butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylthydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / Bpemesa ynepXKHUBaHUs
UKOB  2-OYTHITHAPOKCUAHW30Ja H
3-6yTHIrHAPOKCHaHA30/1a Ha
XpomaTorpamme HCIIBITYEMOTO
pacTBOpa HOMKHBEl COOTBETCTBOBATH
BpeMeHaM  YAepXHBaHUA IIHKOB
2-6yTHIrHAPOKCHAHHU30/Ia Hu
3-6yTWIrHAPOKCHaHH30Ma Ha
XpoMmarorpaMme pacrBopa
CTaHAApTHOTO obpasua
6YTHITMAPOKCHAHA30JIA (pa3uen
«CopepxaHue
6YTHITHAPOKCHAHK30JIa»).

Test / IToxa3zatens Results / PeaynpraTsl Specification / Hopma

4 Average weight / Cpenuan 68.6 mg / 68.6 Mr 67.2 mg to 72.8 mg (70.0 mg 4.0 %)./
Macca Ot167,2 Mr ao 72,8 Mr (70,0 Mr £4,0 %).

Remarke: The Product conforms to ND/ Conclusion: APPROVED /
TIpumeuanne: IlponykT cooTBeTcTBYET TpeboBanuaM HJ 3akarouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ionrotosneno: Shivani Devi | [Iposepeno: Rama Kant Opnobpeno: Menemzep / PyxoBonurens
B ‘{J— . Abhishek Chauhan

A T V.
Reprint Date / Reprint Date / Reprint Date / )
Hara: 03.01.2024 Hara: 03.01.2024 JHara: 03.01.2024

ol




Dr.Reddy’s ‘f’:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keToponak) TabyieTky, AUcneprupyeMsle B OJIOCTH pTa, 10 Mr

: 3600000 tab /

Batch No / : V2302482 Batch Quantity /

Cepus Ne O06bem cepun 3600000 Tab
Analytical Report No / : 890001709548 Date of Analysis / : 03.01.2024
AHAJNHTHYECKHIi oTyeT No JlaTta asaanza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jlara npoH3BoOaCTBA T'ogen go

Analysis performed according ND / Aunanu3 npoeeaen mo HI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or

27.12.2021, u3menernne Ne2 or 11.11.2022)

Page4 of 8/ C'rp. 4u3 8

§2 Test / IlokazaTennb Results / Pe3ynbTaTh! Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than £ 10 %
OQHOpPOAHOCTH Macehl 2/20 tablets - not more than + 20 % /
18/20 Ttabneroxk — e Gonee + 10 %
2/20 TabneTok — He Gonee £ 20 %
5 Disintegration time / 00 min 21 sec / 00 muH 21 cex Not more than 3 min / He 6onee 3 Muu
Pacnapaemocts
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 99% Not less than 75% (Q) of
. C1sH13NO3*C4H1NOs (ketorolac
Unit-2 / Ta61-2 98% tromethamine) in 15 min / He MeHnee
Unit-3 / Tabn-3 97% 75% (Q)  CisHisNO3*C4H(1NOs
. (KeTopojlaka  TPOMETaMUH)  4Yepe3
Unit-4 / Tabn4 97% 18 e
Unit-5 / Tabn-5 101%
Unit-6 / Tabn-6 99%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JducnepcHocTh 710 pm sieve is formed. / O6pazyetcs
ONHOPOJHAS CyCHEH3HA, NPOXOomsast
CKBO3b CHTO C pasMepoM OTBepCTHIt
710 MkM.

Remarks: The Pradnet eanforms

[Tpumeudanue: IIpoaykT cooTBeTcTBYET TpeboBaHusam HJT

tn NTV/

Conclusion: APPROVED /
3axkmwuenue: OJOBPEHO

Prepared by /

Iloarorosneno: Shivani Devi
.—/-

N

Checked by /
INposepeno: Rama Kant

s

Approved by: Manager/Executive /

Reprint Date /
Hara: 03.01.2024

Reprint Date /
Hara: 03.01.2024

Onobpero: Mereuxgp / PyKoBoUTE b
Abhishek Chauhan e&; \
Reprint Date / \
JHara: 03.01.2024

Ropisterad OF
Tl +




Dr. Reddy's Laboratories i
Formulation Unit-6

' @
Dr. Reddy,s q;. Vill. Knhol, Nafagarh Road, Bacidi,

Distt. Solan, H.P.,, 173 205, INDiA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
I poaykr: Keropon® Dxcnpece (keToponak) TabeTkn, Aucrieprupyemee B nonocty pra, 10 mr

Batch No / 1 V2302482 Batch Quantity / : 3600000 tab /
Cepns Ne O61em cepHH 3600000 Tab
Analytical Report No / : 890001709548 Date of Analysis / : 03.01.2024
AHanuTHIecKHil oT4eT Ne JlaTa anajm3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jata opoH3BoACTBA I'ogen oo

Analysis performed according ND / Ananns nposeaen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page50f8/Crp.S5u3 8

8 Related impurities / PoacTBeHHbBIe DPUMECH

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

1-ruapokcHaHanor Hrxe npeaena o6uapyxeris (110 =

KeTopoJsiaka 0.0010%)

ketorolac 1-keto analog/ 0.06 % Not more than 0.8 % / He 6onee 0,8 %
1-KeT0aHa10r KETOPONaKa

Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eIHHHYHAA

HEUACHTH(HLIHpOBAHHAS

TIpHMECh

Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %

CymMma npumeced

9 Water / Boga 26% Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4yHbie OpraHH4YeCKHe PACTBOPHTENH

Isopropyl alcohol / 6 pg/tab / Not more than 350 pg/tab /

H3sonponaHon 6 Mxr B TabieTke He 6onee 350 mxr B Tabnetke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [IpoaykT cooTBercTRYeT TpecOoBanuam HJL 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Shivani Devi | IIporepero: Rama Kant Onobpeno: Mesexep / Pykopogutenb

T (ﬁ‘ Abhishek Chauhan |
i &\

Reprint Date / Reprint Date/ Reprint Date / '
Hara: 03.01.2024 Jara: 03.01.2024 _ JHara: 03.01.2024




Dr.Reddy’s ‘f:‘

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDI4

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
: Keropon™ Dkcnpecc (keToponak) TabneTku, AHCTIEPrHpyesLIC B fI0TO0CTH P1d, 10 mr

IIposyKT

Batch No / : V2302482 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 Tab
Analytical Report No / : 890001709548 Date of Analysis / : 03.01.2024
AHANATHYECKHH 0TYeT Ne Hata anaiunsa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npoH3BOACTBA T'onen mo

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

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 6 of 8/ Crp. 6 3 8

11 | Microbial enumeration tests / MuKpo6Hoaorudeckas 4ucToTa*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1mee yucio He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Oburee He 6onee 100 KOE/r
YHCJIO JPOXIKEBLIX U
IUIECHEBBIX IPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcrBue B 1r
12 | Uniformity of dosage units / 34 Acceptance value (AV) not more than
OAaHOpOaHOCTH 15.0 / Tlpuemounoe 3HaueHue (AV) He
JAO3HPOBAHHA 6onee 15.0.
13 Assay / KonnuecTBeHHOE 9.9 mg/9.9 Mr From 90mg to 11.0mg of
onpefeyieHne (99.0 %) CisH13NO3°C4H11NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 MT
no 11,0mr  CisHisNO3*CsH;iNOs
(keToponaka TpoMeTamuH) (o1 90,0 mo
110,0 % OT 3aABJICHHOTO KOJIMYECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0967 mg/tab / Not less than 0.042 mg/tab /
content / Coaep:xanue 0.0967 mr B TabneTke He menee 0,042 MT B Tabnetke
6y THArMAPOKCHAHH30A2

Roemarlks: The Produet sonforms to MDY
Ipumeyanue: [IpoayKT cooTBETCTBYET tpebosanusm HJ

Conclusion- APPROVED /
Sakmouenne: OJIOBPEHO

Prepared by /
[Monrorosnexo: Shivani Devi

AT

Reprint Date /
Jara: 03.01.2024

Rogistared OF

e
91404

567

Checked by / Approved by: Manager/Executive /
IlposepeHo: Rama Ka&l_l Onobpeno: Menemaep / Pykosoaurens
Abhishek Chauhan
"LF il &___ \
Reprint Date / Reprint Date / \
Jara: 03.01.2024 Hara: 03.01.2024
is, Hyderabad - 506034, Telargana, india

Frnail' maili@rrredoys com




Dr.Reddy’s Q?‘:‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lt
Formulation Unit-6

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

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Dkcnpecc (keToponak) TabIeTKH, AHCIIEprHPYEMBIE B IOJIOCTH pTa, 10 Mr

Batch No / 1 V2302482 Batch Quantity / : 3600000 tab /
Cepusi Ne Oo6nem cepuu 3600000 Tab
Analytical Report No / : 890001709548 Date of Analysis / : 03.01.2024
AHanuTHYecKHH oTyeT Ne Jara ananu3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JlaTa mpou3BoaCTBA Lopen no

Analysis performed according ND / Ananm3 nposegen no HJI:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenne Nel or

27.12.2021, namenenue Ne2 ot 11.11.2022)

Page 7of 8/ Crp. 7 n3 8

15 | Package/ YnakoBKka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
toil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 TtaGnerok B
tmacrepe w3 (TA/AJI/IID ¢
BinaronoraoTurereM/I12BIT)

¢onera // (TIS/AJT) donsru. Ilo

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 6yuctepe u3 (ITA/AJ/IID ¢
snaronornoturenem/II9BII) donsru //
(IT3/AJ) donsru. ITo 1 unu 2 6nucTepa
¢ HMHCTpYKIMEH 5O MNPUMEHEHMIO B
24Ky KaPTOHHYIO.

2 bmucrepa ¢ WHCTpyKUmeil Mo
NPHMEHEHHUIO B NayKy
KapTOHHY1O.

16 | Labeling / MapkupoBka According to ND / B cootsetcrBud ¢ HJ

17 | Storage conditions / Below 25 °C. / ITpu TeMniepatype He Boime 25 °C.

Xpanenue

18 | Shelf life / Cpox roguoctn 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.
* IIpu BLINYCKE JIeKapPCTBEHHO0 NpenapaTa KOHTPOJIb Ka4ecTBa N0 Noka3saTteio «MHkpoGHoornyeckast
YUCTOTA» NPOBOAUTCS IR Kaxaok 20-oit cepun, HAH ANSL OAHO CEPHH B roJl, B 3aBHCHMOCTH OT TOIr0, 4TO

HACTYIHT paHblUue,

Conclusion: APPROVED /
3axnwuenne; OJIOGPEHO
Approved by: Manager/Executive /

OnobpeHo: Mexewiep / PykopoauTens
Abhishek Chauhan E

. ..\\

Remarks: The Product conforms to ND/

IIpumeuanre: Ilponykr cooTeTcTBYeT TpeboBanuam HJT
Prepared by / Checked by /
Tloprorosneno: Shivani Devi | Ilpoepeno: Rama Kant

A s
Reprint Date / ' :
Jara: 03.01.2024

Reprint Date /
Jara: 03.01.2024

Reprint Date /
Jara: 03.01.2024

i 500034, Talangana, India

Delrreddys cam




Dr.Reddy’s Q_’."

Dr. Reddy's Laborataries [t
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A

CERTIFICATE OF ANALYSIS

Tel : +91 98166 56001-02

CEPTHOHUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Jkcnpece (keToposiak) TaGneTkH, JMCneprupyemsie B [0J0CTH pTa, 10 Mr

Batch No / 1 V2302482 Batch Quantity / : 3600000 tab /
Cepusn Ne O6bem cepHu 3600000 Tab
Analytical Report No / : 890001709548 Date of Analysis / : 03.01.2024
AnanuTHYecKHH oT4yeT No Jlara anau3a

Date of Manufacture / : 1172023 Date of Expiry / : 1072025
JdaTta npousBoacTBa T'onen ao

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

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 8 of 8/ Crp. 8 u2 8

API name / HaumenoBauune ADC:

Ketorolac tromethamine / Keroponaka

Homep cepuu cybcranunn nposssonutens TJIQ:

TPOMETaMHH
INN / MHH: Ketorolac / Keroponak
APl manufacturer batch number /
Homep cepun npoussoanrens ADC: ARGl
FP Manufacturer API Batch number / FEQA00567

API Manufactured by & country /
Ipoussoautens ADC, crpana;

Dr. Reddy's Laboratories Ltd., India /
J-p Pennw'c JlaGopatopuc JITa., Uraus

Remarks: The Praduat eonformes to NTY
[Mpumeuanue: IIpoxykT cooTBeTcTRYET TpeboBanuaM HJ

Conelusion® APPROVED /
3axmouyenue: OJJOBPEHO

Prepared by / Checked by /
[Monroroeneno: Shivani Devi | [poeepeno: Rama Kant

Approved by: Manager/Executive /

Abhishek Chauhan \

al 0
Reprint Date / Reprint Date/

Hara: 03.01.2024 Hara: 03.01.2024

Reprint Date / \
Hara: 03.01.2024

Registered Office: 8-2-337, Read No_ 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4G00 2900, Fax: =21 40 4900 2599, Email: mail@drreddys.com
CIN: L¥5195AP 19841 LC005507
www,drreddys.com

OnoGpeno: Menemiep / Pykopoantens




