Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayicr: Keropon™ Dkenpece (KeToponak) TabieTku, AHCHEprupyeMele B 11010CTH pTa, 10 Mr

Batch No/ : V2400566 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepnu 3600000 a6
Analytical Report No / : 040002493841 Date of Analysis / 1 23.04.2024
AHaMTHYECKHI oTUeT No JlaTa aHaIH3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara mpon3BoacTRA Togen no

Analysis performed according ND / Ananus nposegen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Pagel of 8/Crp. 113 8

No

Test / IokasaTens
Ne

Results / PesynsTaTe!

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyroible, niockue
TabneTku ¢ ¢ackoii, cpeTyo-
XENTOr0 LBETA C IPaBHPOBKOM
«/» Ha OHO} CTOpOHE.

Light yellow round flat beveled tablets
with "' debossed on one side. /
Kpyrabie, nnockue Tabnerku ¢ ¢packoi,
CBETJIO-XKEJITOr0 L[BETa C TPaBHPOBKOH
«l» Ha ofiHOH cTOpOHE.

2 Identification / [TopuHHOCTL

Ketorolac / Kemoponax

a) Byuv/
V®-cnexrpopoTomeTprs

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpel
[IOIVIOIIEH KA UCMBITYEMOTO pacTBoOpa
pacTBopa  CTaHAapTHOro  ofpasua
KETOpoJiaka TpPOMETAMHHA JIOJIKHBI
HMETh MaKCUMYMbI DA OOHOM U TOM Xe
IUTMHE BONHAL (+ 2 HM).

Remarks: The Product conforms to ND/
Tlpameuansie; Iponykr cootBercTRyeT TpeGoBanusm HJ{

Conclusion: APPROVED /
3aksoyenne: OJJOBPEHO

Prepared by /
IMoxproroesneno: Ranjeet

Checked by /
INpoeepeno: Santosh Kumar

@ Maurya

Approved by: Mana
OnobpeHo: Meneis
Abhishek Chauhan

Reprint Date /
Hara: 23.04.2024

Reprint Date /
Hara: 23.04.2024

Reprint Date /
Hara: 23.04.2024

Ragistarad Office: 8 2 337, Nond No. 3, Danjara llills, Hyderabad - 500084, Teldtigans, Inda
Tel: +91 40 4900 2900, Fax: +91 40 4500 2995, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507

vwwdrreddys.con




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 55001-02
www.drreddys.com

CEPTH®HKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Brenpece (keroponak) TaGneTky, Jucneprupyemeie B 10JI0CTH pra, 10 mr

Batch No / : V2400566 Batch Quantity / : 3600000 tab /
Cepnst N Obbem cepitn 3600000 Ta6
Analytical Report No / : 040002493841 Date of Analysis / : 23.04.2024
AnanuTHieckuii oTuer Ne Jara anajanza

Date of Manufacture / s 03/2024 Date of Expiry / : 02/2026
Jara npon3BoAcTBa Tonen oo

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

Page2 of 8/ Crp. 2 u3 8

No

N Test / IlokasaTens

Results / Pe3ynbTaTs!

Specification / Hopma

b) By HPLC / BOXKX

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  ynepXuBaHUA
OCHOBHOTO TIHKa Ha XpomaTorpamme

HCOBITYEMOTO  pacTBopa  JOJIKHO
COOTBETCTBOBATD BPEMEHM
YOSPXKHBAaHHA OCHOBHOTO THKA Ha
XpOMaTorpamMme pacrBopa
CTaHHAPTHOTO oOOpa3sua KeToponaka
TpOMeTaMUHA (pazmen

«KonuuecTBeHHOE OﬂpC)ICJ]CHPIC))).

Remarks: The Product conforms to ND/
Ilpumeuanne: Ilpogykr cooteTcTBYeT TpeGosarmam HJI

Conclusion: APPROVED /
3agmouenune: OJJOBPEHO

Hara: 23.04.2024

Harta: 23.04.2024

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

IoxrotoeneHo: Ranjeet IIposepeno: Santosh Kumar | Onobperno: Menemigp / PyKoBomuTeNns
Maurya Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date / .'

Registered Office: 8-2-337, Road No. 3, 8anjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN; L85135AP1984P! CNN4SNT

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,

Formulation Unit-6

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

CEPTUPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TpoaykT: Ketopon™ Dkcnpece (keToposiak) TabneTky, AUCieprupyemble B Monocty pra, 10 mr

Batch No / : V2400566 Batch Quantity / : 3600000 tab /
Cepust Ne O6BeM cepus 3600000 Tab
Analytical Report No / : 040002493841 Date of Analysis / : 23.04.2024
Anajgurnueckuii orver No JlaTa anannsa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Hara npou3BoacTBa Topen oo

Analysis performed according ND / Ananns npopener mo HJI:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8/Crp.3 n3 8

No

IlogTHHHOCTH
OyTHAMHAPOKCHAHH3OT

No Test / ITokazaTesb Results / Pe3ynpraTs! Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the
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 ynepKUBaAHUSA
NUKOB  2-6YTHITHOPOKCHAHM30MA U

3-6yTUNTrUAPOKCHAHU30TA Ha
XpOMAaTorpaMMe HCTIBITYEMOIO
pacTBopa HOJDKHBl COOTBETCTBOBATH
BpEMEHAM YOEPXKUBAHUA TTUKOB
2-0yTUNTHAPOKCHAHU30NA 54
3-6yTHArHAPOKCUAHH30JIA Ha
XpoMaTorpamme pacTBoOpa
CTaHIapTHOIrO obpazua
OYTHITUAPOKCHAHU301A (pa3zen
«CopepxxaHue

6yTUNrMAPOKCHAHU30JIaR).

Macca

4 Average weight / Cpennsist

68.3 mg / 68.3 Mr

67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
Ot 67,2 mr 10 72,8 mr (70,0 Mr£ 4,0 %).

Remarks: The Product conforms to ND/
INpumeyanue: IIpoaykr coorseTcTByeT Tpebosanusm HJL

Conclusion: APPROVED /
3akarouenue: OJIOBPEHO

Hata: 23.04.2024

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

IMoarorosneno: Ranjeet Mposepeo: Santosh Kumar | Ono6peno: Menewkgp / Pyxosonurens
Maurya Abhishek Chauhan /

Reprint Date / Reprint Date / Reprint Date /

Jara: 23.04.2024

Jara: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 1900 2800, Fox: +91 40 4000 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

D d , ‘...l Formulation Unit-6
Vill. Khol, Nalagarh Road, Badd;,
r.Re dy S o Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS B L e
CEPTUOUKAT AHAJIM3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropoa® Skcnpece (keToponak) TabneTky, AUCIEprupyemsble B MoN0cTH pra, 10 Mr
Batch No/ : V2400566 Batch Quantity / : 3600000 tab /
Cepnsa Ne OGbeM cepun 3600000 Tab
Analytical Report No / : 040002493841 Date of Analysis / 1 23.04.2024
AnaauTHueckuif oTyer Ne Jara anaausa
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara npoH3BoAcTBA T'ogen no
Analysis performed according ND / Aunanu3 nposeaen no HJL: =
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022
Page4 of 8/ Crp. 4 u3 8
;o Test / IToxazaTenn Results / Pe3ynbrars Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than £ 10 %
OAHOPOAHOCTL Macchl 2/20 tablets - not more than + 20 % /
18/20 Tabnetok — He Oomee = 10 %
2/20 Tabnerok — He 6onee £ 20 %
5 Disintegration time / 00 min 25 sec / 00 muH 25 cek Not more than 3 min / He 6onee 3 Mux
Pacnapaemocth
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 100% Not less than 75% (Q) of
| Ci5H13NO3+C4H ;) NO3 (ketorolac
Unit-2 / Tabsr-2 95% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 97% 75% (Q)  CisHisNO;3+CsH 1 NO;
] (keToponaka  TpOMETaMMH)  4epes
Unit-4 / Ta6n-4 98% G
Unit-5 / Tabn-5 98%
Unit-6 / Tabn-6 98%
7 Fineness of Dispersion/ Complies / CoOOTBETCTBYET A uniform suspension passing through a
JrncnepcHOCTD 710 pm sieve is formed. / O6pa3yercs
ONHOpPOMHAS CYCNEH3UA, MPOXOAALIAL
CKBO3b CHTO C pa3MepoM OTBEepCTHi
710 MKM.
8 | Related impurities / PoacTBeHHbIe NpUMeCH
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanue: ITponykr coorseTcTBYeT TpeboBanmsam HIL 3axnwuenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Managper/Executive /
TlonroroBnexo: Ranjeet ITpoBepeno: Santosh Kumar | Oxobpeno: Metesked / PykosoanTers
Maurya Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date / ;
|| data: 23.04.2024 Hara: 23.04.2024 Hara: 23.04.2024

Negistercd Office: 0-2-337, Ruad Nu. 3, Baitjard Hills, | lyder abad - 300034, Teldigdiig, Indls
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com
CIN: L85195AP 1984PLC004507
www.drreddys.com



Dr.Reddy’s ‘%.‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUPHKAT AHAJTA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoxyxt: Ketopon® Dxcnpecc (keToponak) TabiieTky, AnCHeprupyeMsie B oNocTy pra, 10 mr

Batch No / : V2400566 Batch Quantity / : 3600000 tab /
Cepnst Ne O6bem cepun 3600000 tab
Analytical Report No / : 040002493841 Date of Analysis / 1 23.04.2024
ApanuTHyecKHil oTyeT No Jara anajniza

Date of Manufacture / : 03/2024 Date of Expiry / ; 02/2026
Jara npoH3BoACTBA Togen no

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

PageS5of 8 /Crp.Su3 8

ketorolac 1-hydroxy analog /
1-rugpokcHaHanor

Below LOQ (LOQ = 0.0032 %) /
Hwke npenena KoJHYeCTBCHHOIO

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

KeTopoJiaka onpenenenns (IKO = 0.0032 %)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-keToaHaioT KeTOpoIaKa 0.06 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIMHWYHAs
HeHJeHTH{HLMPOBaHHAS 0.02 %
NIpUMeECH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMMa npumeceit
9 Water / Bonxa 21% Not more than 7.0% w/w /
He Gouee 7,0 %
10 ; Residual solvents by GC/ OcTraTo4yHble OpraiHiecKue pacTBOpHTENN

Isopropyl alcohol /
Hsonponaxon

08 pg/tab /
08 MKr B Tabnetke

Not more than 350 pg/tab /
He 6onee 350 MKI B TabyeTke

Remarks: The Product conforms to ND/
ITpumeuanue: IIpoaykT cooTBeTCTBYET Tpebopannam HIT

Conclusion: APPROVED /
3axmoyenne: OJIOGPEHO

Prepared by /
IToarororneHo: Ranjeet

Checked by /
ITposepeno: Santosh Kumar

@ d Maurya //gL’

P

Approved by: Manager/Executive /
OnoGpeno: Mene
Abhishek Chauhan

p / Pykosoaurens

Reprint Date /
Hata: 23.04.2024

Reprint Date /
Hara: 23.04.2024

Reprint Date /
Hara: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drraddys.com

CIN: L8B5185AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘g’

CERTIFICATE OF ANALYSIS

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

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

CEPTH®HUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpece (ketoponak) Tabnerky, xucneprupyeMsle B nojocty pra, 10 mr

Batch No / : V2400566 Batch Quantity / : 3600000 tab /-
Cepus Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002493841 Date of Analysis / : 23.04.2024
AHaJHTHYECKHN 0TYeT Ne Jara aHaniu3a

Date of Manufacture / : 03/2024 Date of Expiry / ¢ 02/2026
Jara NpOH3BOACTBA Tomen o

Analysis performed according ND / Ananuz nposegen no HJL:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ Crp. 6 u3 8

11 | Microbial enumeration tests / Muxpo6uonoruyeckas yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1ee 9uco He 6onee 1000 KOE/r
a’pO6HBIX MHKPO-
OpraHM3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He 6onee 100 KOE/r
YUCTIO IPOMKIKEBBIX H
IUIECHEBBIX IpHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBUe B 1 T
12 Uniformity of dosage units / 3.5 Acceptance value (AV) not more than
OaHOpOAHOCTL 15.0 / Ilpuemounoe 3HayeHue (AV) He
JA03HPOBAHNS 6onee 15,0.
13 | Assay/KonauuecrsenHoe 9.8 mg/9.8 Mr From 90mg to 11.0mg of
onpenejeHue (98.0 %) CsH13NO;*C4H1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(e] 11,0 M C15H|3NO3'C4H1 1NO3
(xketoponaka Tpomeramus) (ot 90,0 no
110,0 % oT 3asABIEHHOr0 KOJHYECTRBA) B
TabneTke
14 | Butylhydroxyanisole 0.0919 mg/tab / " Not less than 0.042 mg/tab /
content  /  Conepuainie 0 0919 mr r TAGneTKE He meree 0,042 Mr R TaGneTke
OyTHIrHApOKCHAHKH30/1A

Remarks: The Product conforms to ND/
[Mpumeuanue: ITpoaykT cooTBeTCTBYET TpeboBamusm HJI

Conclusion: APPROVED /
3axmogenne: OJJOBPEHO

Prepared by /
INoarorosneno: Ranjeet

Maurya

(2

Checked by /
IIpoBepeno: Santosh Kumar

Approved by: Mankger/Executive /
OnobpeHo: Mewe, IUTE
Q06 Abhishek Chauhap

Reprint Date /
Jlara: 23.04.2024

Reprint Date /
Hara: 23.04.2024

Reprint Date /
Hara: 23.04.2024

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

CIN: LB5195AP1984PLC004507
www.drreddys.com

—




Dr.Reddy’s ‘f‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories | td,
Formulation Unit-6

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

CEPTUDPHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyrr: Ketopon™ Dxenpece (keToponak) Tabnerks, ANCNEPrHPYEMBIE B [1010CTH pra, 10 Mr

Batch Quantity / : 3600000 tab /

Batch No / 1 V2400566

Cepusa No O6nem cepun 3600000 tab
Analytical Report No / : 040002493841 Date of Analysis / : 23.04.2024
AHaIHTHYECKHII oT9eT No Jara aHanuza

Date of Manufacture / : 03/2024 Date of Expiry / + 02/2026
JaTta mpou3BojacTBa TojeH po

Analysis performed according ND / Auanuz npoeenen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 70f8/Crp. 7n3 8

15 | Package/ Ynakoeka

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 Tabnerox B
onucrepe u3z  (ITA/AJVIID ¢
Biaronornoturenem/II9BIT)
toneru // (IID/AJ1) donsru. Ilo
2 6nycTepa ¢ MHCTPYKUHEH IO
IPUMEHEHHMIO B nauKy
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. / ITo 10
Tabnerok B 6nuctepe u3 (11A/AJVII3 ¢
praronornorureneM/[12BIT) donbru //
(II3/AJT) donpru. 1o 1 wiu 2 6mucTepa
C MHCTpyKUMEH 0[O IPUMEHEHWIO B
[ayKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBercTsuu ¢ HJT

17 | Storage conditions /
Xpauenue

Below 25 °C. / Ilpu TemnepaType He Brimre 25 °C.

18 |' Shelf life / Cpox rogHocTH

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.
* I1pu BbINYCKE JIEKAPCTBEHHOrO NpENapaTa KOHTPOAbL KayecTBa Mo noka3atento «MUKpoGuoJoriyeckas
YHCTOTa» BPOBOAUTEA QN5 Kaxaoii 20-0# cepHH, UM JUISl OMHOM CCPUH B 70/, B 3aBHCHMOCTH OT TOI0, YTO

HaACTYNMHT paHblIe,

API name / HanmenoBaune ADC:

Ketorolac tromethamine / KeToposiaka

TPOMETaMHH
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: HpoaykT cooTBeTCTBYET Tpebosanuam HJL 3aknruyenne: OJOBPEHO

Hara: 23.04.2024

Prepared by / Checked by / Approved by: Magager/Executive /
INogrotoBneno: Ranjeet Iposepeno: Santosh Kumar | Onobpeno: Meuejep / Pykorpautesin

(/D ) Maurya Abhishek Chauh /
Reprint Date / . Reprint Date / Reprint Date /

MHara: 23.04.2024 Hata: 23.04.2024

Registered Office: 8-2-337, Road Nu. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Emaii: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

www.drreddys.com

CEPTUDOHKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Sxenpece (ketoponak) tabneTku, AucneprupyeMble B 1oJ0cTH pra, 10 Mr

Batch No/ : V2400566 Batch Quantity / : 3600000 tab /
Cepus Na O6weM cepun 3600000 Tab
Analytical Report No / : 040002493841 Date of Analysis / : 23.04.2024
AnaJiuTHYecKHH oTgeT Ne JaTa anaju3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara npoH3BOACTBA T'onen no

Analysis performed according ND / Auanus nposegen no HJI:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page8of 8/ Crp. 8u3 8

INN / MHH:

“Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun nponssogirrens ADOC:

ABRH001225, ABQH006729

FP Manufacturer API Batch number /
Howmep cepuH cyGcTanuuu npoussoanTens [J1M:

FERA00142, FERA00031

API Manufactured by & country /
ITpousBoaurens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
Ji-p Pemumn'c JlaGopatopuc Jita., Munus

Remarks: The Product conforms to ND/
TIpumeyanne: Iponykr coorsercrayer TpeboBanuaM HJT

Conclusion: APPROVED /
Jaxaouenne: OJOBPEHO

Prepared by / Checked by /
IToaroroeneno: Ranjeet

@ Maurya @&

Ilposepeno: Santosh Kumar

Approved by: Manager/Executive:/
Onobpeno: Meuengkep / PykoBoautens
Abhishek Cha

Reprint Date / Reprint Date /
Hara: 23.04.2024 Jara: 23.04.2024

Reprint Date /
Hara: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel. %81 40 4500 2900, FdR: +91 4U 450U 2999, Emall: mali@drreddys.com
CIN: L85135AP1984PLC004507
www.drreddys.com




