Dr.Reddy’s €

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

Viil. Khol, Nalagarh Road, Baddj,
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
Ipoaykr: Keropon” Skenpece (keroponak) TaBneTKH, AMCNEprupyeMsie B mojocTH pra, 10 Mr
Batch No / 1 V2400565 Batch Quantity / : 3500000 tab /
Cepug Ne Obnem cepun 3500000 Tab
Analytical Report No / : 040002492599 Date of Analysis / : 30.04.2024
AnajRTRyecKnit oTHeT Ne Jlaa ananuza
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaT2 Npou3BOACTBA TI'oaen Ao
Analysis performed according ND / Anann3 npoBeeH 1o H:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 1 of8/Crp. 113 8

io Test / IlokasaTens Results / Pesynbrath Specification / Hopma

1 Description / Onncanne Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "[' debossed on one side. /
side. / Kpymmsie, mockuc | Kpyrisie, wiockne TabneTku ¢ gackoi,
TabneTku C (ackod, CBETNO- | CBETNO-XKENTOrO LBeTa C rPaBHPOBKOH
XKEJNTOro L[BETa C IPaBUPOBKOH | «l» Ha OJHOM CTOPOHE.
«» Ha ofiHOM CTOpOHE.

2 Identification / [TopnMHHOCTE

Ketorolac / Kemoponak

a) ByUv/
VY @-cnektpodoToMeTpHS

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-CriekTphl
MOTJIOIIEHUA UCIBITYEMOTO pacTBopa M
pacTBOpa  CTaHIapTHOro  obpasua
KETOpoNlaka TPOMETAMHHA  JOJDKHBI
HMETh MaKCHMYMB] IIpH OJIHOK H TOH Xxe
IUTHHE BOJIHEI (£ 2 HM).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

I[pumeuanue: [Ipoayxt cooteTcTByeT Tpebosanuam HIL 3akmouenne: ONOBPEHO

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

IToxrororneno: Rama Kant IIporepeno: Santgsh Kumar | Ono6peno: Menemkep / PykoBoauTenb
Maurya /4 Amit Kumar T

Reprint Date / Reprint Date / Reprint Date /' "

Jara: 30.04.2024 Hara: 30.04.2024 Iara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000324, Telangana, India
Tel: +91 40 4800 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._
Formutlation Unit-6

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

CEPTUOHKAT AHAJIV3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoeayxr: Keropon™ Sxenpece (keToposak) TabneTku, IMCIEprHpyeMBie B IIONIOCTH pra, 10 mr

BatchNo / : V2400565 Batch Quantity / : 3500000 tab /
Cepng Ne O6nem cepHH 3500000 Tab
Analytical Report No / : 040002492599 Date of Analysis / : 30.04.2024
AnainTirgeeiuif oracet Ne HJara ananuza

Date of Manufacture / : 03/2024 Date of Expiry / 3 02/2026
JaTA npoH3BoaCcTBa Tomen go

Analysis performed according ND / Anann3s npogegen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page20f8/Crp. 2 u3 8

No

Test / IToka3areib
Ne

Results / Pe3ynntaTs

Specification / Hopma

b) By HPLC /B3XKX

Complies / CoOTBETCTBYET

The retention time of the main peak on
the chromatogram of test solution

should comrespond (0 (hat on (he
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpemsa ymepkUBaHHS
OCHOBHOI0 THKA HA XpOMaTorpamme
UCOLITYeMOr0  DAcTBOPa  JIOJIXKHO
COOTBETCTBOBATh BpEMEHHU
yHEPXMBaHHS OCHOBHOTO ITHKAa Ha
XpOMaTorpamme pacTBopa
CTaHAapTHOro obpasua KeTopoJaka
TpoMeTaMUHa (paznen

«KoHYECTBEHHOE OTIPENENIEHHEN).

Jara: 30.04.2024

| Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipuveuanne; Iponykr coorBeTcTByer Tpeboparusam HIT 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoaroTosneno: a Kant [Mpoeepeno; Santosh Kumar | Onobpeno: Menemxkep / Pykosoautes
m__ Maurya éli Amit Kumar 5 Ao
W A"‘,«-—-’"
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.04.2024

Hara: 30.04.2024

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: mail@drreddys.com

CIN: 1L85195AP1984PLCO04507
www,drreddys.com




Dr.Reddy’s Q':"

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

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTH®MKAT AHAJTM3A SR PR eI

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon® Dxenpecce (keTopornak) TabieTkH, AHCIEPTHPYEMBIC B ONOCTH PTd, 10 mr

—
)

Batch No / : V2400565 Batch Quantity / : 3500000 tab /
Cepha Ne O6beM cepui 3500000 Tab
Analytical Report No / : 040002492599 Date of Analysis / + 30.04.2024
Aunajarwueckni eTuer No HMara ananuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa NpoH3BOACTBA Topen ao

Analysis performed according ND / Ananu3z nposeaen no HJ/I:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8 /Crp.3 u3 8

NNbo Test / IlokazaTenn Results / Pe3ynbTraThl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
ToasMHHOCTD butylhydroxyanisole peaks on the
OYTHATMAPOKCHAHM3OJ 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
("Butylhydroxyazisole content"”
section). / BpeMeHa YHAepKMBaHHA
[MKOB  2-OyTWATMAPOKCHaHM30JIA |

3-0yTUNTHAPOKCHAaHK30]1a Ha
XpOMaTorpamMme UCTILITYEMOTO
pacTBopa [IOJDKHBI COOTBETCTBOBATDH
BpeMEHaMm yAepKUBaHHUS MHKOB
2-6yTHNTAAPOKCUAHH30I1a "
3-0yTWIrHOPOKCHAHU30JIa Ha
XpoMaTorpaMme pacTBopa
CTaHAAPTHOTO obpasua
6YTHITHAPOKCHAHHU30MIA (paznmen
«CopepxaHue

6yTHITHAPOKCHAHH30]1aY).

Macca

4 Average weight / Cpennsis

69.3 mg / 69.3 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 mMr 1o 72,8 Mr (70,0 Mmr+4,0 %).

Remarks: The Product conforms to ND/
[Tppmedanue: IIpoaykT cooTeeTcTBYET Tpebopannam HIT

Conclusion: APPROVED /
3aknozenne; OOBPEHO

Prepared by /
IToarotosneno: Rama Kant

Checked by /
ITporepeno: Santosh Kumar
Maurya @Q

Approved by: Manager/Executive /
Onobpeno: Menepkep / Pykosoaurens

Amil Kumar e
Pr‘,-"‘"

&t
Reprint Date /

Jara: 30.04.2024

- Reprint Date /
Hara: 30.04.2024

Reprint Date / -
Jara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Jelangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L8S195AP13984PLCO0D4507
www.drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoxykr: Keropon™ Bkenpece (ketoponak) TabjieTks, AMCNeprupyeMbl€ B IIOIIOCTH PTa, 10 mr

Batch No / : V2400565 Batch Quantity / : 3500000 tab /
Cepus Ne QoseM cepun 3500000 Tab
Analytical Report No / : 040002492599 Date of Analysis / : 30.04.2024
AnannTHEecKRi oTHeT Ne Hara anaauza

Date of Manufacture / : 03/2024 Date of Expiry / ¢ 02/2026
JlaTa NpoOU3BOACTBA Tonen g0

Analysis performed according ND / Ananu3 nposegen no H/:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page40f8/Cip.4u3 8

Jl;io Test / [lokazaTesb Results / Pe3ynbTaTsl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than = 10 %
OZXHOPOIHOCTHL Macechl 2/20 tablets - not more than + 20 % /

18/20 Ttabnetok — He Gomee 10 %
2/20 Tabnetok — He 6onee = 20 %

5 Disintegration time / 00 min 25 sec / 00 MuH 25 cex Not more than 3 min / He 6onee 3 Mux
Pacnapgaemocts

6 Dissolution / Pacreopenne Unit-1/ Ta6n-1 99% Not less than 75% (Q) of

. CsH;3NO3+C4H 1NO3 (kctorolac
Unit-2 / Tabn-2 104% tromethamine) in 15 min / He Mexee
Unit-3 / Ta6n-3 98% 75% (Q)  CisH;sNOs*C4H1NOs
. " (KeTopojaka  TPOMETaMUH)  4epes
Unit-4 / Tabn-4 100% i
Unit-5 / Tabn-5 100%
Unit-b / 1aba-b W1% I

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

JucnepcHocTh 710 pm sieve is formed. / Obpasyercs
OJHOPOIHAS CYCHEH3Ws, NMpOXoAauas
CKBO3b CHMTO C pasMepoM OTBEPCTHH
710 MKM.
8 Related impurities / PoacTBeHHble IPUMECH
Remarks: The Product corforms (o ND/ Cunclusiou: APPROVED /

IMpumeyanwe: TTporyxT cooTreTcTRYET Tpeborannsm HJT

3akmuenne: OJOBPEHO

Prepared by /
TMoarorosnero: Rama Kant

Checked by /

IposepeHo: Sanfosh Kumar
Maurya @A«

-—

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoIHUTEND

Amit Kumar e
{XT" /

dupl
Reprint Date /

Jara: 30.04.2024

Reprint Date /
Jarta: 30.04.2024

Reprint Date /
Jara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4360 2999, Email: mail@drraddys.com
CIN: L85195AP19S4PLCOD4S07

www.drreddys.com




Dr.Reddy’s ‘;‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd_
Formulation Unit-6

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

Produet: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dxenpece (ketoposak) TabneTky, AHCHEprupyemble B MONOCTH pra, 10 Mr

Batch No / : V2400565 Batch Quantity / : 3500000 tab /
Cepus No O6bem cepun 3500000 Tab
Analytical Report No / : 040002492599 Date of Analysis / : 30.04.2024
AgamgTuyeckuii oryer Ne NaTa anann2a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JdaTa mpoH3BOACTBA I'ogen no

Analysis performed according ND / Anann3 nposeaen no HJI:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

PageSof 8/Crp.Su3 8

1-rugpokcHaHanor
KeToposaKa

ketorolac 1-hydroxy analog /

ketorolac 1-keto analog/

Below LOQ (LOQ = 0.0032 %) /
Hwxe npenesna KoMYECTBEHHOTO
onpenenenus (ITKO = 0.0032 %)

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

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

1-keroananor keToponaka 0.13%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eUHHYHAS
HeMAeHTU(HLHPOBAHHAS 0.02 %
NpHMECE
Total impurities / 0.2% Not more than 1.0 % / He Goxnee 1,0 %
CyMma npumecei
9 Water / Boga 2.1% Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTo4Hble opranH4ecKne pacTBOPHTENH

Isopropyl alcohol /
WsonponaHon

12 pg/tab /

12 MKr B TabseTke

Not more than 350 pg/tab /
11c boJsice 35U MKr B TabJICTKC

TToarorosneHo: Rama Kant

/ .

[Iposepeno: Santosh Kumar

Maurya @@{

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Ipumeuanue: IIpoaykT coorseTcTBYET TpebosaHkam HJI 3axmwogenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosonurens

Amit Kumar A e
F'://

Repriht Date /
Jlara: 30.04.2024

Reprint Date /
Jara: 30.04.2024

Reprint Date /
Hara: 30.04.2024

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: mail@drreddys.com
CIN: L85195AP1584PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS [ *%1 3460 60
CEPTUOHKAT AHAJIM3A et A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Sxenpece (keToponak) Tabjerky, HCIEPrupyeMble B NIONOCTH P14, 10 Mr

Batch No / : V2400565 Batch Quantity / : 3500000 tab /
Cepus Ne Q6nem cepiH 3500000 Tab
Analytical Report No / : 040002492599 Date of Analysis / : 30.04.2024
AnainTEgeckuif oTIcT Ne Hara apaanza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTa NpoU3BOACTBA Toneu no

Analysis performed according ND / Ananuz nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ Crp. 6 m3 8

11 | Microbial enumeration tests / MukxpoGuoaorudeckas 4ncrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61ee yucio He 6oJree 1000 KOE/T
a3pOOHBIX MUKPO-

OpraHU3MOB

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

YHCJIO APOXIKEBBIX U
JIECHEBBIX IpUOOB

=

c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBHe B 1 T
12 | Uniformity of dosage units / 9.6 Acceptance value (AV) not more than
OnHOpOAHOCTL 15.0 / TlpuemoyHoe 3HaueHHe (AV) He
JI03HPOBAHUS 6onee 15,0.
13 | Assay/KonuuecTBeHHOE 10.1 mg/ 10.1 mMr From 9.0mg to 11.0mg of
onpenesieHue (101.2 %) Ci5sH;3NO3+C4H ) 1NOs {ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
o 11,0 Mr  CisH3NO3C4H 1 NO3
(xetoponaka TpomeTamuH) (ot 90,0 no
110,0 % OT 3aABIIEHHOTO KOJIMYECTBa) B

TabneTke
14 | Butylhydroxyanisole 0.0929 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0929 mr B Tabnetke He menee 0,042 mr B TabneTke
OyTUArHAPOKCHAHH30Ja
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
I[Tpumeuanne: [Iponykr coorercrayer Tpebosanmam HJL 3akaiodenue: QJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

TTogrotorneno: Rama Kant IIposepeno: Santosh Kumar | Ono6peno: Menemxep / Pykosoautens

W} Maurya m Amit Kumar P(\y

Reprint Date / ' Reprint Date / Reprint Date / -
Jara: 30.04.2024 JHara: 30.04.2024 Hara: 30.04.2024

Hyderabad - 506024, Telangara, India

Regisierad 2ffico: 8-2-337, Road Mo, 3, Banjar Hilis
: ail: mail@drraddy

a.9.2
2-2-357.
Tel 491 50 4500 27

woanndreddys,.com




Dr.Reddy’s “:‘.

r. Reddy's Lanoratories Lid
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P. 173 205, INCIA

CERTIFICATE OF ANALYSIS Tol : 451 98165 56C:01-02
CEPTHOHUKAT AHAJIM3A www.diteddys com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon®™ Sxenpecc (ketoposiak) TabieTky, AHCHeprupyemble B IIONOCTH pra, 10 mr

BatchNo / : V2400565 Batch Quantity / : 3500000 tab /
CepHa Ne O6BeM cepin 3500000 1ab6
Analytical Report No / : 040002492599 Date of Analysis/ : 30.04.2024
Analurgzecuui oraer No Jara ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa NPOH3BOACTBA Tonen ao

Analysis performed according ND / Anwanuz mpoepen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2621, amend Ne2 from 11112022

Page 70f8/Crp. 7 nz 8

15 | Package/ YnaxoBka

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 TabmeTox B
6mncrepe m3  (IMA/AJI/IID ¢
BnaromnornotureneM/IIOBIT)

dossru // (1I3/AJT) donsra. Ilo
2 bmucTepa ¢ MHCTPYKUMEH nO
IPUMEHEHHUIO B nayky

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
Tabnertok B 6nuctepe w3 (IMA/AJI/TID ¢
pnaronoraorurenieM/[13BH) donbru //
(TI3/AJ1) doneru. ITo 1 wmu 2 6nucrepa
¢ HMHCTPYKIUMEH TO0 [pUMEHEHHIO B
[MauKy KapTOHHYIO.

KapTOHHYIO.

16 | Labeling / Mapknpoeka

According to ND / B cootBeTcTuy ¢ HJJ

17 | Storage conditions /
XpaHeHue

Below 25 °C. / IIpu TemMneparype He Bolie 25 °C.

18 Shelf life / Cpox ronsoctu

2 years / 2 rona

* At product release the quality contrel as per the parameter « Microbial enumeration tests» is performed for

each 20th batch, or for one batch in a year whichever is earlier.
* [Ipu BbINycKe JIEKAPCTBEHHOT0 NPeNapaTa KOHTPOJbL Ka4ecTR2 N0 NoKasaresio «MukpobHonornyccKas
YUCTOTA» NPOBOAUTCH ANs Kaxaoi 20-0if cepHH, HIIM VIS OAHOM CEPHH B roj, B 3aBUCHMOCTH OT TOI0, 4YTO

HACTYNHUT PaAHBILIE.

Remarks: The Product conforms to ND/
ITpumeuanue: Ilponyxr coorseTcTByeT TpeboBanmsam H/L

Conclusion: APPTROVED /
3akuaouenne: OJJIOBPEHO

Prepared by /
IToarotorneHo: Rama Kant

QoS

Checked by /
IIpoBepeno: Santosh Kumar
Maurya @u,)

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

Amit Kumar S

|

Reprint Date /

Reprint Date /
Hara: 30.04.2024

Reprint Date /
Jlata: 30.04.2024

Registersd Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, [ndia
Tel: +91 40 4500 2500, Fax: +91 40 4960 2999, Email: mail@drraddys.com
CIN: LS53195AP1584PLCON4507

wyww.drreddys.com




Dr.Reddy’s Qf-'

Di Reddy's Laboratories Lid,
Formiii i )
Vill, ihol,
Diste, S¢

Tal £ +91 98165 5600102

CERTIFICATE OF ANALYSIS
CEPTHU®HUKAT AHAJM3A ey divedidys.com
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoAykT: Kertopon® Bxcnpecc (keToponak) Tabnerku, Aucneprapyemele B ojocTy pra, 10 Mr
BatchNo / : V2400565 Batch Quantity / : 3500000 tab /
Cepss Ne ObBeM cepun 3500000 Tab
Analytical Report No / : 040002492599 Date of Analysis / : 30.04.2024
Angaureveckuif oruer o Jara auanuza
Date of Manufacture / : 03/2024 Date of Expiry / + 02/2026
JlaTa IPOH3BOJCTEA Tonen no
Analysis performed according ND / Anannz nposeaen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022 |
Page8 of 8 / Crp. 8 u3 8
AP name / HaumenoBanne ADC: Ketorolac tromethamine / KeToponaxa
TPOMETAMHH
INN/MHH: Ketorolac / KeToposak
API manufacturer batch number / ABRE001225 =
Howmep cepun npoussogurens ADC:
FP Manufacturer API Batch number / FERA00142
Howmep cepun cyberauunn npoussoautens LJId:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
MpoussopsTens APC, cTpana: I-p Peann'c Jlaboparopue Jlta., Muaus

Remarks: The Product conforms to ND/
IIpumeyanue: Ilpoaykt cooTsercTByeT TpebosanusaM HJI

Conclusion: APPROVED /

3axnouenne: OJJOBPEHO

Hara: 30.04.2024

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

Ioprorosnexno: Rama Kant Tposepeno: Santosh Kumar | Omo6peno: Menemkep / Pyxosonurens
Maurya @ﬂ | Amit Kumar ~

Reprint Date / Reprint Date / Reprint Date / -

Jarta: 30.04.2024

Jara: 30.04.2024




