IDr. Reddy’s ":'

Or. Reddy's Labhoratories Lid

Forimulation Unit-o

{, Khol, Plajagarh Road, Eadd],

L, Solan, H.P, 173 205, INCHA
CERTIFICATE OF ANALYSIS fel 1 +91 98166 02
CEPTU®UKAT AHAJIA3A sl

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpece (keToposak) TabeTKH, JUCIeprUpyeMble’B MOJI0CTH pTa, 10 Mr
Batch No / : V2302304 Batch Quantity / : 3600000 tab /
CepHs Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001706871 Date of Analysis / : 20.12.2023
AHAJUTHYECKHH o0TUeT N2 JaTa ananu3a
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JlaTa npou3BoACTBA T'onen no

Analysis performed according ND / Ananus nposeaen no HJ/L:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot
27.12.2021, usmenenne Ne2 or 11.11.2022)

Page 1 of 8 /Crp. 1 u38

No

Test / IToxka3zarennb
Ne

Results / Pe3ynpTaThl Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyraele, miockue | Kpyriele, mnockue Tabnetku ¢ $hackoi,
tabnetku ¢ (Gackoil, CBETNIO- | CBETIO-XENTOro IBETA C IPAaBUPOBKOMH
JKEJITOrO 1IBeTa C IPaBUPOBKOM | «I» Ha OXHOI CTOpOHE.

«l» Ha OIHOM CTOpOHE.

2 Identification / IToUITHHHOCTE

Ketorolac / Kemoponak

a) Byuv/
V®-cnexrpodoromerpus

Complies / CooTBeTCTBYET UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / V®-cnekTpsl
TIOTJIOLIEHHS UCIIBITYEMOTO pacTBopa H
pacTBopa  CTaHAapTHOro  obpasua
KETOpoJiiaka TPOMETaMMHA  AOJDKHBI
UMETh MaKCUMYMBI ITPY OJHOM U TOH e
JUTHHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: IlpoaykT coorsercTBYeT TpeboBanusm HJ| 3axkmoyenue: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[NoarorosneHo: Ankit /) [Tposepeno: Rama Kant Onobpeno: Menemkep / PykoBoaurens
(f\/ - ot Amit Knmar Fl’f" M
é/ / \ =
Reprint Date / Reprint Date/ Reprint Date /

Hara: 20.12.2023 Hara: 20.12.2023 Jara: 20.12.2023

1 §-2-327, Road Ne. 2, Banjara Hill
§ 500 2600, Fax: +31 4
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Formulation Unit-6
Vil Khol, iMalagaiin Road, Bs
Distt. Solan, H.P, 173 2

Tl 491 98166 56001-02

CEPTU®UKAT AHAJIM3A

pedireddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponykr: Keropon® Dkenpecc (keToponak) TabneTku, AUCIEprUpyeMble B NOJNOCTH pTa, 10 Mr

Batch No / 1 V2302304 Batch Quantity / : 3600000 tab /
Cepua Ne O0neM cepuu 3600000 Tab
Analytical Report No / : 890001706871 Date of Analysis / : 20.12.2023
AnainTHyeckHH oTyeT Ne Jara anaaunza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npousBoacTBa I'ogen no

Analysis performed according ND / Anann3s nposenen nmo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or
27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page2 of 8 /Crp. 2 u3 8

No

Test / Iloka3zaTenanb
Ne

Results / Pe3ynbraTh!

Specification / Hopma

b) By HPLC / BDXX

Complies / CooTBETCTBYET

should correspond to that on
chromatogram of
section). / Bpems
HCIIBITYEMOTO
COOTBETCTBOBATH
YIOEpPXKHMBAHHS OCHOBHOTO IHKa
XpoMaTorpamMmme
cTaHAapTHOro obpasia

TpOMeTaMHHa
«KoNH4eCTBEHHOE ONPEACNEHHEN).

pacTBopa

The retention time of the main peak on
the chromatogram of test solution
the
ketorolac
tromethamine standard solution (Assay
yaepKHUBaHHUSA
OCHOBHOTO MHKa Ha XpoMaTorpamme
JIOJKHO
BPEMEHHU
Ha
pacTBopa
KETOpOJIaKa
(pazmen

Remarks: The Product conforms to ND/
ITpumeuanue: ITponykr coorsercTByeT TpeboBanuam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: it; ITposepeHo: RE)Kant Onobpeno: Menemxep / PykoBoaurensb
; | T Amit Kumar N -
/ — \) y —
Reprint Date / Reprint Date / Reprint Date /
Hata: 20.12.2023 Jara: 20.12.2023 Jlara: 20.12.2023

gIatEL

¢l Otfica; 3-2-337,

Q7 &0

Road Mo, 3, Baniara
Q0N 2409, Fax, +41 &

.
N ESV -
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10034, Telanganag, India

Al direddys.com




Dr. Reddy's Laberatories Lid
Formulation Unit-6

| S
Dr. Reddy,s ‘_... Vill. ithol, Nalagarh Read, Baddi,

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

CERTIFICATE OF ANALYSIS ™/ 1901005600102
CEPTH®HUKAT AHAJIU3A v direddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dkcnpecc (ketoponak) TabaeTky, AUCTieprupyeMble-B MONOCTH pTa, 10 Mr

Batch No / : V2302304 Batch Quantity / : 3600000 tab /
Cepns Ne O6bem cepuH 3600000 Tab
Analytical Report No / : 890001706871 Date of Analysis / : 20.12.2023
AHATHTHYECKHI oTueT No JlaTa amajusa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JlaTa npoH3BOACTBA I'onxen 1o

Analysis performed according ND / Ananu3 nposenen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenue Nel or
27.12.2021, namenenue Ne2 or 11.11.2022)

Page3 of 8/ Crp. 3 u3 8

Test / IlokasaTesb Results / Pe3ynbraThl Specification / Hopma

No
Ne
3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoanunHOCTH butylhydroxyanisole peaks on the
Oy THJITHAPOKCHAHU30J 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 yH#epXKHBaHUA
NMKOB  2-OyTIWITHAPOKCHAHM30JIA U
3-6yTHITHAPOKCHAHM30Ma Ha
XpoMaTorpamme UCIIBITYEMOTO
pactsopa JODKHEI COOTBETCTBOBATh
BpeMeHaM  YICpXMBaHHA NHKOB
2-6yTUATHAPOKCHAHU301a "
3-6yTHITHAPOKCHAHK30JIa Ha
XpoMaTorpamMme pactBopa
CTaHJapTHOro obpasua
OyTHATMAPOKCHAHU30J1a (paznen
«ConepxaHue
OYTWITMIPOKCHAaHU30JIa»).

4 Average weight / Cpenusis 69.3 mg/ 69.3 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
macea Ot 67,2 mMr no 72,8 mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: IpoaykT cooTBeTcTBYET Tpeboanusm HJ| 3akmouenne: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarororneHo: Ankit /1 ITpoBepeno: Rama Kant Onobpeno: Menemxep / PykoBoautesns

ﬁ\// | W Amit Kumar [&-;

1

Reprint Date / Reprint Date / Reprint Date /
Jlara: 20.12.2023 Jata: 20.12.2023 Jara: 20.12.2023

Hilis, Hyderabad - 500034, Telangana, india

Repistered Office: 8-2-327, Road No. 3, Banjara
Tol +61 40 4400 2900, Fax, =81 20 ( nail: mall@direddys,com

pv LI AV - i 2
CIN: L8E

wwwedrreddys.corn




IDr. Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

), 173 205, INDIA

55001i-C2

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon® Dkcnpecc (keToponak) TabneTky, AUCTIeprupyembie B IoJocTH pra, 10 Mr

Batch No / 1 V2302304 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepun 3600000 Tab
Analytical Report No / : 890001706871 Date of Analysis / : 20.12.2023
AHaduTu4decKuii orger No JlaTa anajmu3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jarta nponsBoacTea I'ogen no

Analysis performed according ND / Auanau3 nposenen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page 4 of 8/ Crp. 4 u3 8
1.]\1.00 Test / IlokasarTenn Results / Pe3ynbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OOHOPOAHOCTBL MaCChI 2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He Gonee + 10 %
2/20 Tabnetox — He 6onaee + 20 %
5 Disintegration time / 00 min 20 sec / 00 mun 20 cek Not more than 3 min / He 6onee 3 Mun
Pacnagaemocth
6 Dissolution / PacTBopenue Unit-1/ Tabn-1 99% Not less than 75% (Q) of
. C15sH13NO3*C4H|1NO; (ketorolac
Unit-2 / Ta6n-2 9% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 100% | 75% (Q)  CisHisNO3*C4Hi1NO3
. . (xeToposmaka  TpOMETaMHH)  4Yepes
Unit-4 / Tabn-4 100% 15 MuH
Unit-5 / Tabn-5 100%
Unit-6 / Ta6n-6 100%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTb 710 pm sieve is formed. / O6pasyercs
OJHOpOJHAs CYCHEH3Us, NPOXOsIuasd
CKBO3b CHTO C pa3MepoM OTBEPCTHIl
710 mMxMm.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIpoaykr coorBeTcTBYET TpeboBanuam HJI 3axmoyenne: OJJOBPEHO

Prepared by /

IMoarorosaeno: Ankit / P{

Checked by /
/HPOBepeHo: Rama Kant

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoauresnb

Amit Kumar R
3 /

Reprint Date /
Hara: 20.12.2023

Reprint Date /

Jara: 20.12.2023

1

Reprint Date /
Hara: 20.12.2023

R

srod Offive: 8-2-237, Road N, B, Banjara Rili

+51 AT 4900 28400, Faxz 31 4

1d - 500034, Telangana, India

nail@drreddvs.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIU3A

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

Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 92166 56001-02
www.drrecddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HponyxT: Keropon® Dkcnpece (keToposiak) TabneTku, AUCIeprupyemble B OJOCTH pTa, 10 Mr

Batch No/ : V2302304 Batch Quantity / : 3600000 tab /
Cepusa Ne Oo0bem cepuu 3600000 Tab
Analytical Report No / : 890001706871 Date of Analysis / : 20.12.2023
AHaIHTHYECKHH 0TUeT No JlaTra ananu3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npon3BoacTBa T'oxen no

Analysis performed according ND / Ananu3 nposeaen mo HJL:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel or
27.12.2021, namenenne Ne2 ot 11.11.2022)

PageS5of 8 /Crp.Su3 8

8 Related impurities / PoacTBenHbie npuMecH

1-ruapokcuananor

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Huxe npenena o6Hapyxenus (10O =

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

KEeTopoJjakKa 0.0010%)
ketorolac 1-keto analog/ 0.07 % Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHamnor KeTopoJaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eIUHUYHAs
HeUJeHTU)HIMPOBaHHAS
MpUMECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMMma npumeceit

9 Water / Boaa 2.5% Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTouHble OpraHn4yecKkue pacTBOPUTESIH

Isopropyl alcohol /
H3onponaHon

15 pg/tab /
15 Mkr B TabneTke

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

Remarks: The Product conforms to ND/
ITpumeuanue: IIpoaykt cooTBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3akmouenune: OJJOBPEHO

Hara: 20.12.2023

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

IMoxrorosneno: Ankit / IIposepeno: Rama Kant Ono6peHo: Menemxep / PykoBoauresns
{\ = d" Amit Knmar N -

Reprint Date / Reprint Date / Reprint Date / !

Hara: 20.12.2023 Jlara: 20.12.2023

Rogstered Office: 8-2

Tal =01 40 49(

227, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
0 2¢00, Fax +91 40 <80
CIN: LE5195

wenavdrreddys.com

12969, Emait: mail@drreddys com
SAPLCO0AS07
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Dr.Reddy’s ‘,‘.‘

Dr. Reddy's Laboratories Lid
Formtilation Unit-6

Vill. Khot, Nalagarh Road, Baddj,
Distt. Soian, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS :
CEPTUO®UKAT AHAJIA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: Keropon® Skcnpecc (ketoposnak) TableTkH, AMCIIEPTHPYEMBIE B OJOCTH pTa, 10 Mr

Batch No / : V2302304 Batch Quantity / : 3600000 tab /
Cepna Ne O0bem cepuH 3600000 Tab
Analytical Report No / : 890001706871 Date of Analysis / : 20.12.2023
AHaJuTHYECKHIA oTUeT No Jlara anaiusa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara nponsBoicTBa I'ogen oo

Analysis performed according ND / Ananu3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3amenenne Nel or
27.12.2021, uzmenenue Ne2 ot 11.11.2022)

Page 6 of 8 / Ctp. 6 u3 8
11 | Microbial enumeration tests / MukpoGuoJioruueckasi Y4ucTora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6wee yncno He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6uiee He 6onee 100 KOE/r
YHCIIO APONOKEBBIX U
TUIECHEBBIX FPUOOR
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBHE B 1 T
12 | Uniformity of dosage units / 2.7 Acceptance value (AV) not more than
OAHOpOIHOCTH 15.0 / ITpuemouHoe 3HayeHue (AV) He
JNO3HPOBAHMUS 6osee 15,0.
13 | Assay/ KoauuecTBeHHOe 10.0 mg/ 10.0 Mr From 90mg to 11.0mg of
onpejejeHHe (100.2 %) C1sHi3NO3*C4H11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
pi(e] 1 1,0 Mr C|5H|3NO3°C4H|1NO3
(xetoponaka TpoMeramuH) (oT 90,0 10
110,0 % oT 3asBJICHHOTO KOJMYECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0983 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0983 mr B Tabnerke He menee 0,042 Mr B Tabnerke
Gy THIIrHAPOKCHAHU30/1a

Remarks: The Product conforms to ND/
[Tpumevanue: Ilpoaykr coorsercTByeT Tpebosanuam HJI

Conclusion: APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by /
IMoarorosinexo: Ankit J\ IIpoeepeno: Rama Kant
Thoet

Checked by /

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

@V \ﬂ'— Amit Kumar Nl
Reprint Date / Reprint Date / \ Reprint Date /
Hara: 20.12.2023 Jara: 20.12.2023 Hara: 20.12.2023

Remsterad Office: 3-2-327, Road No. 2, Banjara Hilis, Hyderabad - 500034, Telangana, Indic

Tol +21 40 4900 2800, |

~o +01 40 3900 2599, Email:

mail@drreddys.com
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CERTIFICATE OF ANALYSIS

N Raddcviia | i ey N :
7 R2doy's Lagaralories ia

Formulation Unit-6

CEPTU®UKAT AHAJTH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoAykT: Ketopon® Skcnpece (keToponak) TabneTkH, AUCTIEprupyeMble-B MOJNOCTH pTa, 10 Mr

BatchNo/ : V2302304 Batch Quantity / : 3600000 tab /
Cepnia Ne O6Bem cepun 3600000 Tab
Analytical Report No / : 890001706871 Date of Analysis / : 20.12.2023
AnaJiuTuyeckuii oTyer Ne JlaTa ananusa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jdara npousBoacTea I'oxen no

Analysis performed according ND / Ananu3 npoeeaen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

127.12.2021, usmenenne Ne2 or 11.11.2022)

Page7 of 8/ Crp. 7u3 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 Tabnerok B
onucrepe n3  (I[A/AJI/IID ¢
Braronoriorurenem/[19BIT)
¢onsru // (II3/AJT) donsru. o
2 Gnuctepa ¢ MHCTpYKUHMEH MO
NPHMEHEHHUIO B navyKy
KapTOHHYIO.

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 6nuctepe u3 (ITA/AJI/IID ¢
Braronoriotutenem/[19BII) ¢onsru //
(TI3/AJT) donbru. 1o 1 unu 2 6nucrepa
C HMHCTPYKUMEH II0 NpUMEHEHWIO B
nayKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootercTBuu ¢ HJJ

17 | Storage conditions /
XpaHenue

Below 25 °C. / Ilpu Temnepatype He Bbie 25 °C.

18 | Shelf life / Cpox roaHocTH

2 years /2 roma

* 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.
* JIpu BbIIyCKe 1eKapCTBEHHOI0 MpenaparTa KOHTPOJIb KauyecTBa Mo nokasarenio «Mukpobuosiornyeckas
YHCTOTa» MPOBOAUTCS ISt Kaxaoii 20-0ii cepuun, Mu AJ1s OXHOM CEpUH B rofl, B 3aBHCHUMOCTH OT TOr0, YTO

HaCTYIIUT paHblIE.

Remarks: The Product conforms to ND/
IMpumeyanue: [IpoaykT coorBeTcTByeT Tpebopanusm HJ|

Conclusion: APPROVED /
3axkmouenne: OJIOBPEHO

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

IToaroropneno: Ankit A’ IIpoeepeno: Rama Kant Ono6peHo: Menemkep / Pykosoauress
’;/// B Amit Kumar /\! ,; -

Reprint Date / Reprint Date / Reprint Date /

Mara: 20.12.2023 Jara: 20.12.2023 Jara: 20.12.2023

| Dffice: 8-2-337, R

- 500034, Telangana, India

fdvs.com




Dr, Reddy's Laboratories Ltd

Formuiation Unit-6

| - Q%
Dr- Reddy S ‘... 1|Im' Nalagarh Road, Baddi,

n, H.P., 173 205, INTHA

6 56001-02

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon® Bkcnpece (keToposak) TabNeTKH, AUCIeprupyembie: B olocTH pra, 10 mr

Batch No / : V2302304 Batch Quantity / : 3600000 tab /
Cepun Ne O6beM cepun 3600000 Tab
Analytical Report No / : 890001706871 Date of Analysis / : 20.12.2023
AnauTHyecKuii oTyer No Jlara anayu3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JaTa npon3BoacTBa I'open 10

Analysis performed according ND / Anann3 nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page 8 of 8 /Crp. 8 u3 8

API name / HaumeHoBanue AQC: Ketorolac tromethamine / Ketoponaka
TPOMETaMUH

INN/ MHH: Ketorolac / Ketoponak

API manufacturer batch number /

Howmep cepun npouspoautesisi AQC: ABQFH006612

FP Manufacturer API Batch number /

Homep cepuu cyberanuuu npoussogutens [JID: FEQA00567

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

IIpoussoaurtean APC, crpaHa: J-p Pegnu'c Jlaboparopuc JIta., MHnus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: ITponykt cootBeTcTBYeT TpeboBaHusM HJI 3axuouenne: OJOBPEHO
Prepared by / /1 | Checked by / Approved by: Manager/Executive /
[Toarorosneno: Ankit ?\ 1IpoBepeto: Rama Kant Onob6peHo: Menemxkep / Pykosoaurens

/_-/""' Amit Kumar N

Reprint Date / Reprint Date / Reprint Date /
Hata: 20.12.2023 Hara: 20.12.2023 Hara: 20.12.2023

lerabad - 506034, Telangana, India

Erazils mall@drreddys.com




