Dr.Reddy’s ‘f:'.

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

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

CERTIFICATE OF ANALYSIS el Pi—

CEPTUDPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Dxcnpece (keToponak) TabieTkH, AMCIEPrupyeMbie B I0JI0CTH pra, 10 Mr

Batch No / : V2401136 Batch Quantity / : 3600000 tab /
Cephs Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002573168 Date of Analysis / : 27.06.2024
AHATMTHIECKHI oTHeT No JlaTa ananuza

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JaTa npon3BoacTBa TI'ogen no

Analysis performed according ND / Ananu3s nposeaen nmo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1of 8§ /Crp. 1 n3 8

Y®-cnextpodoromeTpus

ﬁ’o Test / IlokasaTens Results / PesynbTaTsl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on'one | with "|" debossed on one side. /
side. / Kpyrasle, mwiockue | Kpyrnele, mnockue TabiaeTku ¢ packoi,
Tabnetk ¢ (ackod, CBETNO- | CBETJIO-KENTOro liBeTa C I'PaBUPOBKOH
XENTOro 1B€Ta C TPaBUPOBKOHM | «|» HA OJHOM CTOPOHE.
«» Ha oTHOM cTOpOHE.
2 Identification / [TogmuHHOCTD
Ketorolac / Kemoponax
a) ByuUv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac  tromethamine standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-crnekTpsl
MOTJIOIIEHHS MCILITYEMOTO pacTBOpa U
pacTBopa  cTaHmapTHoro  obpasua
KeTopoJilaka TpPOMETaMUHA  JOJKHBI
HMMETh MAaKCUMYMBI [IPH OAHOM U TOH ke
JJIMHE BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: IlpoaykT cooTeeTcTRYeT TpeboBanusm HJ

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Hara: 27.06.2024

Hata: 27.06.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMonaroTtoBneHo: Santosh IIpoBepeno: Pawan Kumar Onobpeno: Menemwxkep / Pykosoaurens
Kumar Maurya { :/_f, Manoj Kumar '

Reprint Date / Reprint Date / / Reprint Date /

Hara: 27.06.2024
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |id
Formulation Unit-5

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

CEPTUDPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Okenpece (keToposiak) TabaeTKH, AUCIEprupyeMble B MO0CTH pTa, 10 mr

Batch No / : V2401136 Batch Quantity / : 3600000 tab /
Cephs Ne O0bem cepuy 3600000 Tab
Analytical Report No / : 040002573168 Date of Analysis / : 27.06.2024
AHAaJIuTHYeCKHH 0TYeT No Jara anaamnsa

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JaranponzsoacTsBa T'open no

Analysis performed according ND / Anaqu3 nposenen mo HJ/[:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/ C1p. 2 u3 8

No

Test / Iloxka3zaTenb
Ne

Results / Pe3ynpraThl

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). / BpeMs ynepxuBaHus
OCHOBHOIO IIHKa Ha XpoMarorpamMme
WCIBITYEMOrO  pacTBopa  AOJKHO
COOTBETCTBOBATD BpEeMeHH
yOep)KUBaHHS OCHOBHOTO TNHKa Ha
XpoMaTorpaMMe pacTBopa
CTaHJapTHOTO KeTopoJiaka
TPOMETaMHHA (pa3men
«KonnuecTBeHHOE OMpeNeTICHHEY).

obpasua

Remarks: The Product conforms to ND/

IMpumeuanue: [Iponykt cooTBeTcTBYET TpeboanusM HJJ

Conclusion: APPROVED /
3axmovenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Santosl} IIposepeno: Pawan Kumar Opobpeno: Menemxkep / Pykosoayress
Kumar Maurya g 4 g Manoj Kumar A ; P

b
Reprint Date / Reprint Date / - Reprint Date /
JHara: 27.06.2024 Hara: 27.06.2024 Hara: 27.06.2024

Registerad Qifice: 8-

Tell =01 40

7, Road No

PLTIQegr

varreddys com
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2, Eanjare Hiliz, Hyderabad - 500034, Telangana, india

miail ail@drreddys.com
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Dr. Reddy's Lacorateries Lid.
) ...‘ Formulaticn Unit-6
Dr. Reddy s ) Vill. Khol, Naizgarh Read, RBaddi,
. Distt, Solan, H.P., 173 205, INDIA
Tel: +91 9R1 665 56001-002
wisw drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykrt: Keropon™ Dkcnpece (keToposak) TableTKH, AUCTIEPrUPYEMBIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2401136 Batch Quantity / : 3600000 tab /
Cepus Ne O6Bem cepnn 3600000 Tab
Analytical Report No / : 040002573168 Date of Analysis / 1 27.06.2024
AHAIMTHYECKHI OoTUeT No JaTa anaiuza

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
Jdara npon3Boacrsa Toxen go

Analysis performed according ND / Auanuz nposeaen mo H/I:
JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3of 8/Crp.3m3 8

Jl;io Test / IlokazaTens Results / Pe3ynbTatsl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuuaHOCTL butylhydroxyanisole peaks on the
OYTHITHAPOKCHAHU30J1 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). / Bpemena ynepxuBaHus
NHUKOB  2-OyTHATHAPOKCHAaHM30JIA U
3-6yTHITHAPOKCUAHU30Ma Ha
XpoMaTtorpaMme UCTIBITYEMOTro
pacTBOpa JOJDKHBI COOTBETCTBOBAThH
BpeMeHaM yIaepKUBaHUA MIHUKOB
2-6y TUNTUAPOKCHAHH30]1a U
3-6yTUNTUOPOKCHAHU30IA Ha
XpoMaTorpaMmme pacTBoOpa
CTaHIaPTHOTO obpasiia
6YTUITHAPOKCUAHU30]IA (paznen
«ConepxaHue
OYTHITHAPOKCHAHHU30JIA»).
4 Average weight / Cpennsis 71.3 mg/71.3 Mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %)./
Macca Ot 67,2mr a0 72,8 Mr (70,0 Mr£4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJI 3axmouenne;: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IloaroTtopneHo: Santo% IIpoeepeno: Pawan Kumar Opno6peno: Menemkep / P)'KOBOﬂ]{QEHb
i e

Kumar Maurya &) S ’XL// Manoj Kumar

Reprint Date / Reprint Date / / Reprint Date /
Hara: 27.06.2024 Hara: 27.06.2024 Hara: 27.06.2024
Regitarad -IJfﬁcﬂcz M das s, Hyderabad - 500024, Telangana, 'ndia

ol +0 S, Enail: mail@drraddys,com
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Dr. Reddy's Laboratories (td
q... Formulation Unit-6
L/ e Vill. Kho!, Nalagarh Road, Bacldi,
Dr' Reddy S e Distt. Solan, H.P., 173 205, INDIA
Tel 491 98164 56001-G2
CERTIFICATE OF ANALYSIS L e
CEPTUDPUKAT AHAJIU3A ‘

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Okcnpecc (keToponak) TabieTky, JUCTIeprupyeMele B ONOCTH pTa, 10 Mr

Batch No / : V2401136 Batch Quantity / : 3600000 tab /
Cepha Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002573168 Date of Analysis / 1 27.06.2024
AHaanTnyecknii oryer Ne JlaTa ananuza

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
Jara npon3BoacTsa T'open no

Analysis performed according ND / Ananus nposeaen no H/I:
JIH-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4 of 8/ Crp. 4 u3 8

Jllo Test / [ToxasaTenn Results / Pe3ynsTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OnHOPOAHOCTH MacCChl 2/20 tablets - not more than + 20 % /

18/20 tabneroxk — He Gonmee + 10 %
2/20 tabnetok — He 6onee = 20 %

5 Disintegration time / 00 min 18 sec / 00 muH 18 cex Not more than 3 min / He 6onee 3 mun
PacnagaeMocTb

6 Dissolution / PacTBopeHue Unit-1 / Ta6bn-1 101% Not less than 75% (Q) of

. Ci1sH13NO3+C4H11NO3 (ketorolac
UniG2yates 99% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 98% 75% Q)  CisHisNO3*CsHiiNO;

. (xeroponaka  TPOMETaMMH)  4epes
Unit-4 / Tabn-4 98% 151 i
Unit-5 / Tabn-5 99%

Unit-6 / Tabn-6 99%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHoCcTh 710 pm sieve is formed. / Obpasyercs

OHOpOOHAs CYCTMeH3HUsd, NpOoXonsiuas
CKBO3b CHTO C pPa3MepoM OTBEPCTHM
710 MKM.

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

IIpumeuanue: IIpoaykT cootBeTcTBYeT Tpebosanuam HJI 3akawuenne: OJOBPEHO

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

[lonrororneHo: Santosh @ ITposepeno;, Pawan Kumar OnobpeHo: MeHnemxkep / PykoBoaANTE b

Kumar Maurya o _j‘ Manoj Kumar @g _

- .
Reprint Date / Reprint Date / Reprint Date /
JHara: 27.06.2024 Jara: 27.06.2024 Jara: 27.06.2024

2, Sanjaia Hills, Hyderabad - 500024, Telangana, india
i Erazil: maill@diaddys.com




Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDJA
Tel : +51 98166 56001-02
www. drreddys.com

CEPTUOPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponyxt: Keropon™ Dkenpece (keTopornak) TabiaeTku, ANCHeprupyemsie B MOJIOCTH pra, 10 Mr

Batch No / : V2401136 Batch Quantity / : 3600000 tab /
Cepts Ne O6Bem cepun 3600000 Tab
Analytical Report No / : 040002573168 Date of Analysis / : 27.06.2024
AnamTHyecKuii oTueT Ne JlaTa ananusa

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JaTa nponsBoacTsa T'onen o

Analysis performed according ND / Ananu3s nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page Sof 8/ Crp. Suz8

8 Related impurities / PoacTBeHHbIe MpuMecH
ketorolac 1-hydroxy analog / Below LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He Gonee 0,5 %
l-FI/IﬂpOKCI/IaHaﬂOF Huxe npeneia KOJU4YECTBEHHOIO
KCTOpOJIaKa onpenenenus (TTKO = 0.0032 %)
ketorolac 1-keto analog/ 0.04% Not more than 0.8 % / He 6onee 0,8 %
1-keToaHamnor KeTopoJaKa
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€IMHUYHAs 0.01%
HeuaeHTUHUIMPOBaHHAS
IIPUMECH
Total impurities / 0.0462 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

9 Water / Bopa 29% Not more than 7.0% w/w /

He 6osee 7,0 %

10 | Residual solvents by GC/ OcTtaTo4yHbBIe OpraHu4eCcKHe pacTBOPUTEH
Isopropyl alcohol / 5 pg/tab / Not more than 350 pg/tab /
Wzonponanon 5 MKT B TabJleTke He 6oaee 350 Mxr B TabneTke

Remarks: The Product conforms to ND/
Ipumevanue: IIpoaykT coorBeTcTBYET TpeboBaHusam HJI

Conclusion: APPROVED /
3axnouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Santost [Tposepeno: PBawan Kumar Onobpeno: Menemxep / Pykosoaugeib
Kumar Maurya @ Manoj Kumar } i ; é
Reprint Date / Reprint Date'/ Reprint Date /

Hara: 27.06.2024 Hara: 27.06.2024 Hara: 27.06.2024

Registerad Ofiice: 8-2-327, Road Mo 3, Banjaia Hills, Hyderabad - 500034, Talangana, india

vowvadrreddys

895, Email: mail@direddys.com
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Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reday's Laborateries Lid
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, ! NDIA
Tal . +91 28166 56001-02

CEPTHO®PUKAT AHAJIM3A

wiwvdrreddys. com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoayxr: Keropon® Oxcnpecc (keToponak) TabneTkH, AMcrieprupyeMble B 100CTH pra, 10 mr

Batch No / : V2401136 Batch Quantity / : 3600000 tab /
Cepus Ne O6meM cepun 3600000 tab
Analytical Report No / : 040002573168 Date of Analysis / : 27.06.2024
AvajiuTHyecKii oTyer No Jlara aHaau3a

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
HJara npoussoacTBa T'ogen no

Analysis performed according ND / Ananus npogenen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8 /C1p. 6 u3 8

11 Microbial enumeration tests / Mukpo6uosornyeckas yncrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1ee 4ucno He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1iee He 6onee 100 KOE/r
YHCI0 APONOKEBBIX U
IUIECHEBBIX MPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytctBHE B I T
12 Uniformity of dosage units / 33 Acceptance value (AV) not more than
OnHOpOAHOCTH 15.0 / IlpuemouHoe 3naueHue (AV) He
J03HPOBAHHA 6onee 15,0.
13 Assay / KosinuecTBeHHOE 10.0 mg/ 10.0 Mr From 90mg to 11.0mg of
onpejesieHHe (99.5 %) CisH13NO3+C4H1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
a0 1 1,0 Mr C15H13N03'C4H11NO3
(xetoponaka TpomeTamuH) (ot 90,0 no
110,0 % ot 3asBJICHHOTO KOIUUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0948 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0948 mr B Tabnetke He menee 0,042 mr B TabneTke
Oy THJIrHAPOKCHAHU30J14

Remarks: The Product conforms to ND/

Ipumeuanue: I[IpoaykT coorseTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3akarouenue: OJNOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroToBneHo: Santos};;ag‘ [Ipoeepeno: Pawan Kumar Onobpeno: Menemkep / PykosojanTenb
Kumar Maurya s Manoj Kumar Vi

~ (
Reprint Date / Reprint Date / ' Reprint Date /
Jlarta: 27.06.2024 Jara: 27.06.2024 Jara: 27.06.2024
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Hills, Eydarabad - 565024, Telaneania, india
2, Emizils ol @dryeddys.con
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJ|A
Tzl : +91 98166 56001-02
wynwdrreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon®™ Dkcnpece (ketoposnak) TabieTku, AUCEprupyeMsle B IONOCTH pTa, 10 mr

Batch No / : V2401136 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6bem cepau 3600000 Tab
Analytical Report No / : 040002573168 Date of Analysis / : 27.06.2024
AHATUTHYECKHI oTyeT No Jlara ananu3za

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
Jara npou3zBoacTBa T'onen no

Analysis performed according ND / Anamm3 npoBegen mo H/L:

JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 7of 8/ Ctp. 7 u3 8

15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsinablister 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 | Tabnerok B Giucrepe u3 (ITA/AJI/TID ¢
pack. / Ilo 10 Tabnerok B | BnaromornotuteneM/IIOBII) donbru //
onucrepe u3z (TIA/AJVIID c | (IID/AJL) donsru. ITo 1 unn 2 6nucrepa
prnaronorioturenem/[19BIT) C UHCTpYKUHEH M0 IPHMEHCHUIO B
¢doneru // (II3/AJT) donsru. [lo | mauky KapTOHHYIO.

2 6nuctepa ¢ UHCTPYKLMEH IO
HNPHMEHEHHUIO B nadky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBetctBuu ¢ HJ]
17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Beime 25 °C.
Xpaseuue
18 | Shelflife / Cpok roqnocTu 2 years / 2 rona

* 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 BBINYCKE JIEKAPCTBEHHOr 0 Mpenapara KOHTPOJIb KauecTBa Mo Moka3aTeaio «Mukpobuoaoruyeckast
YUCTOTA» NMPOBOAUTCS AJIsl Kaskaoi 20-o0if cepuu, HJIM IJIS OAHOH cepUH B rofl, B 3aBUCHMOCTH OT TOI0, YTO

HACTYIUT paHbILe.

Remarks: The Product conforms to ND/

IIpumeuanwue: [Tpoaykr cooTBeTcTRYeT TpeGoBaHusaM HJ

Conclusion:
3axmouenne: ONOBPEHO

APPROVED/

Prepared by / Checked by /
IMoarorosnexo: Santosh

Kumar Maurya S

[Iposepeno: Pawan Kumar

Ko

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PYKOBOJIHTGHI)
Manoj Kumar

Reprint Date / Reprint Date /

Jara: 27.06.2024

Hata: 27.06.2024

J Reprint Date /
Hara: 27.06.2024

Registerad ¢ ’rr. o: 8-2
Jel, - 03800

‘("I‘\, l'l
S
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LE5165AP1884PLCOGAS0T7
vavw drieddys.con

2-337, Road No 3 Eanjaia Hills, Hyderabad - 500024, Telangana, india
: , Email: rail@drreddys.com



Dr.Reddy’s ‘f:‘

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

Vill. Khol, Nalagarh Road, Baddli,
Distt. Sofan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTUDPNKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon® Okcnpecc (keToponak) TabieTkH, JUCIeprupyeMble B M0J10CTH pTa, 10 Mr

Batch No / : V2401136 Batch Quantity / : 3600000 tab /
|Cepus Ne Oo6Bem cepuu 3600000 tabd
Analytical Report No / : 040002573168 Date of Analysis / : 27.06.2024
AHATHTHYECKHH 0TUeT No Jara anasm3za

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
Jara npousBoacTea T'oxen no

Analysis performed according ND / Ananus nposeaen no HJI:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8 / Crp. 8 u3 8

API name / Haumenopanne A®C:

Ketorolac tromethamine / Ketoponaka

Homep cepuu cy6ctanumu npoussoautens [JID:

TPOMETaMUH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABRHE002813
Homep cepun npousBoauteyss ADOC: -
FP Manufacturer API Batch number / FERA00195

API Manufactured by & country /
IpouszsoauTensb ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pepau'c Jlaboparopuc JIta., Maaus

Remarks: The Product conforms to ND/
ITpumeuanue: IlpoaykT cooTBeTcTBYET Tpebopanusm HJI

Conclusion: APPROVED /
3axawouenne: OJOBPEHO

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

IloxrorosneHo: Santost IIpoeepeno: Pawan Kumar OnobpeHo: Menemxkep / PykoBoangenb

Kumar Maurya é@% / /\21_ Manoj Kumar W
—_— = L

Reprint Date / Reprint Date / Reprint Date /

Jara: 27.06.2024 Hara: 27.06.2024 Jara: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1S84PLC004527

www.drreddys.com




