Dr. Reddy's Laboratories [td,
' . y @ e Formulation Unit-6
Dr. Reddy,s ... Vill. Khol, Nalagarh Road, Baddji,
. Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Skenpece (keroponak) TabneTkn, AMCHeprupyeMeie B oaocty pra, 10 mr

Batch No / : V2400566 Batch Quantity / : 3600000 tab /
Cepusa Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002493841 Date of Analysis / : 23.04.2024
AHaJuTHYeCKHi oTHeT N2 Jata anaiuza

Date of Manufacture / : 03/2024 Date of Expiry / + 02/2026
JlaTa npoH3BoaCTBA T'open no

Analysis performed according ND / Ananus nposeaen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 1of 8/Crp. 1 u3 8

;}0 Test / IlokasaTenb Results / Pe3ynpTaThl Specification / Hopma
1 Description / Onuncanue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "' debossed on one side. /
side. / Kpyrsle, mwiockue | Kpyrible, miockue TabineTku ¢ tackoit,
TabneTkn ¢ (ackoi, CBeTNO- | CBETIO-XKENTOro UBeTa C IPaBHPOBKOI
XKEJITOr0 IBeTa C IPaBHPOBKOH | «I» Ha OAHOM CTOPOHE.
«» Ha OJTHOM CTOPOHE.
2 Identification / TToanMHHOCTH
Ketorolac / Kemopoaax
a) Byuv/ Complies / COOTBETCTBYET UV spectra of the test solution and
V®-crnekTpodoTOMETpHs ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTphl
MOTJIOIIEHYS UCIIBITYEMOrO PacTBoOpa
pacTBopa  CTaHmapTHoro  obpasua
KeToponaka TPOMETaMMHA  JIOJDKHBI
MMETh MAKCUMYMBI TIPY OJHOM M TOM Xe
JUTHHE BOJIHBI (+ 2 HM).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Mpumeuanue: IlpoaykT coorpercTayer TpebopanusaM HJI 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotorneno: Ranjeet TpoBepero: Santosh Kumar | Onobpero: Meneugp / Pykospantes
@ Maurya aG Abhishek Chauhan f
Reprint Date / Reprint Date / Reprint Date /
Jata: 23.04.2024 Jata: 23.04.2024 Iara: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel: +911 4U 490U 290U, Fax: 491 40 490U 299Y, Email: mau@drredays.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A
Tel : 491 98166 56001-02

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon™ Dkcnpecc (keToponak) TabneTky, AMCIEPrupyeMble B MOIocTH pTa, 10 mr

Batch No / : V2400566 Batch Quantity / : 3600000 tab /
Cepas Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002493841 Date of Analysis / 1 23.04.2024
AnaJiuTHdeckuii oraer Ne JaTta anaan3za

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTa npousBoacrsa I'ogen no

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

Page 2 of 8 / Crp. 2 u3 8

No

Test / [Toka3zaTennb
Ne

Results / Pe3ynbraTel

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). / BpeMsa ymepXuBaHUSA
OCHOBHOTO [MHKa Ha XpOMaTorpamme
UCTIBITYEMOTO  pacTBOpa  HOJDKHO
COOTBETCTBOBATH BpEMEHH
YIEP)XUBAHUA OCHOBHOTO THKa Ha
XpoMaTorpamme pacTBopa
CTaHAAPTHOro o0pasia KeTopoJiaka
TpOMeTaMKHa (pazmen

«KonmuecTBeHHOE onpeneneHHe») .

Remarks: The Product conforms to ND/

[Tpumeuanue: [Ipoaykr coorBercTByeT TpeboBanusim HJJ

Conclusion: APPROVED /
3axnwuenne: OJJOGPEHO

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

ITonroroBneHo: Ranjeet [Tposepeno: Santosh Kumar | Ono6peno: Meremigp / Pykosonurens
Maurya A Abhishek Chauhan /

Reprint Date / Reprint Date / Reprint Date / Y

Hara: 23.04.2024 Jlata: 23.04.2024 Jlara: 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 4300 2599, Ernail: maii@drraddys.com .
CIN: L85155AP1984PLC0O04507

www.drreddys.com




Df.'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

CEPTUOHKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Okcnpecc (keToponak) TabieTk, AMCHeprupyemsie B 110J10cTH pTa, 10 Mr

Batch No / : V2400566 Batch Quantity / : 3600000 tab /
CepHs Ne O0BbeM cepun 3600000 Tab
Analytical Report No / : 040002493841 Date of Analysis / : 23.04.2024
AHaJuTHYecKHi oT4eT Ne Jara ananuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JdaTa npon3BoacTBa T'ogen no

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

Page30of8/Crp.3 u3 8

Jl;l.o N Test / IToka3zaTenn Results / Pe3ynbTaThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IHoajMHHOCTH butylhydroxyanisole peaks on the
Oy TUATBAPOKCHAHH30JI 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 ynepXHUBaHHMA
NUKOB  2-OyTHITMAPOKCHAHU30MAa |
3-0yTHITHAPOKCHAHU30JIa Ha
XpOMaTorpamme HCTIBITYEMOTO
pacTBOpa JOJKHBI COOTBETCTBOBAThb
BpeMeHaMm yIAep)KUBAHHSA MHUKOB
2-0yTHITHAPOKCHAHH30I1a "
3-6yTHITHAPOKCUAaHU30M1a Ha
XpoMmaTorpaMme pacTBopa
CTaHOAPTHOTO obpasua
OyTHITHAPOKCHAHH30J1a (paznen
«Conepxanue
OYTHIATHAPOKCHAHHU30II1a»).
4 Average weight / Cpeansis 68.3 mg/ 68.3 mMmr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacca Ot 67,2 mr o 72,8 mr (70,0 Mr+ 4,0 %).

Conclusion: APPROVED /
3aknouenne: OJIOBPEHO

Remarks: The Product conforms to ND/
Ipumeuanue: [Tpoaykt coorBetcTBYET TpeboBanusaM HJL

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: Ranjeet [Mposepeno: Santosh Kumar | Ono6pero: Menemkgp / Pykosonutens
(D, Maurya e Abhishek Chauhan /
B A
Reprint Date / Reprint Date / Reprint Date /
Jara: 23.04.2024 Jara: 23.04.2024 Hara: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories [td.
: ) @ Formulation Unit-6
Dr'. Reddy’s ... Vill. Khol, Natagarh Road, Baddi,
. Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dkcnpecc (keToponak) TabeTkH, AMCIIEPrUpyemble B NOJIOCTH pra, 10 Mr

Batch No / : V2400566 Batch Quantity / : 3600000 tab /
Cepns Ne O6bem cepuH 3600000 Tab
Analytical Report No / : 040002493841 Date of Analysis / : 23.04.2024
AHaJluTHYecKHii 0TyeT Ne JaTa aHayan3za

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTa npoH3BoACTBA Tonen oo

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

Page4of 8 /Crp. 413 8

;} N Test / IlokasaTens Results / Pe3ynbTathl Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than £ 10 %
OaHOPOJHOCTH Macchl 2/20 tablets - not more than + 20 % /

18/20 Ttabnerox — He Gonee * 10 %
2/20 Tabnetok — He 6onee + 20 %

5 Disintegration time / 00 min 25 sec / 00 MuH 25 cek Not more than 3 min / He 6osee 3 MuH
Pacnagaemoctb

6 Dissolution / PacTBopenue Unit-1/ Tabn-1 100% Not less than 75% (Q) of

. CisHisNO3*C4H; |NO; (ketorolac
Unit-2 / Tabn-2 95% tromethamine) in 15 min / He MeHnee
Unit-3 / Ta6bn-3 97% 75%  (Q)  CisHisNO3*C4HiiNO3

. . (keToponaka  TPOMETaMHH)  4epe3
Unit-4 / Tabn-4 98% 15 MHH
Unit-5 / Tabn-5 98%

Unit-6 / Ta6n-6 98%

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

HucnepcHocTh 710 um sieve is formed. / O6pasyetca
ONHOPOJHAs CYCHEH3Ws, NPOXOAALIas
CKBO3b CHTO C DPa3MEpOM OTBEPCTHI
710 MKM.

8 Related impurities / PoncTBenHbie npuMecu

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

ITpumeuanue: IIponykr coorsercTByeT TpeboBanuam HJT 3axawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Managgr/Executive /

IToaroTorneno: Ranjeet IMpoepeno: Santosh Kumar | Onobpeno: Menemxep / Pykooaurens

@/ Maurya fﬁ/ Abhishek Chauhan / T

Reprint Date / Reprint Date / Reprint Date / '

Jara: 23.04.2024 Jara: 23.04.2024 Jara: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
fel: +91 4u 490U 2900, Fax: +91 4U 490U 299Y, Emall: man@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr. Reddy's Laboratories [td.
' ‘ ... Formulation Unit-6
; . ! ° Vill. Khol, Nalagarh Road, Baddi
DI’. Reddy S o Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxrr: Keropon™ Dkenpece (keToponak) TabneTku, Jucneprupyemsie 8 noaocti pra, 10 Mr

Batch No / : V2400566 Batch Quantity / : 3600000 tab /
Cepsis Ne O0BbeM cepun 3600000 Tab
Analytical Report No / : 040002493841 Date of Analysis / : 23.04.2024
AHasluTHYeCKHH oTyeT Ne Jara ananusza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTa npon3Boacrea I'onen xo

Anallysis performed according ND / Ananns nposegen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page Sof 8/ Crp. Su3z 8

ketorolac 1-hydroxy analog / Below LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He 6o1ee 0,5 %
1-runpokcuaHanor Huke npezena KOMMIECTBEHHOTO
KeToponaka onpezenenus (ITIKO = 0.0032 %)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-keToaHasor keTopojaka 0.06 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eNUHUYHAs
HEeUAEHTU()UIUPOBAHHAS 0.02 %
OpUMeECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMMa npumeceit
9 Water / Boxa 21 % Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaToyHble oOpraHuyecKue pacTBOPUTEH
Isopropyl alcohol / 08 pg/tab / Not more than 350 pg/tab /
Hzonponanon 08 Mxr B TabeTke He 6onee 350 MKT B TabneTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: IlponykT cooTBeTcTBYeT TpeboBanmam HJJ 3axaouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ranjeet ITposepeno: Santosh Kumar Onob6peno: Menemagep / Pykopoaurens
@/ Maurya & Abhishek Chauhan# ; /
Reprint Date / Reprint Date / Reprint Date /
Jara: 23.04.2024 Jlarta: 23.04.2024 Jara: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Tetangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




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

. ..
Dr,ReddY’S ‘-... Vill. Khol, Nalagarh Road, Baddi,

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropon™ Skenpece (ketoponak) TabneTk, QUCnepripyemMbie B 1ogocTy pra, 10 Mr

Batch No / : V2400566 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 tab
Analytical Report No / : 040002493841 Date of Analysis / 1 23.04.2024
AHaJInTHYECKHH 0TyeT No JlaTa ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
HdarTa nponsBoacTsa I'onen no

Analysis performed according ND / Ananu3 nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ Crp. 6 u3 8

11 | Microbial enumeration tests / Mukpo6GuoJiornyeckasi 4ucTora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obwiee yucmo He 6onee 1000 KOE/r
a’pOOHBIX MUKPO-

OpraHu3MoB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1uee He 6onee 100 KOE/r

YHCJIO APONOKEBBIX U
IUIECHEBBIX IPUOOB

c) Escherichia Coli NA Shell be absent in 1 gram /
OrcytrctBUEe B 1 T
12 Uniformity of dosage units / 35 Acceptance value (AV) not more than
OaHOpPOAHOCTD 15.0 / Ipuemounoe 3Hadenue (AV) He
A03UPOBaHUS 6onee 15,0.
13 Assay / KosimuecTBeHHOe 9.8 mg/9.8 mr From 90mg to 11.0mg of
onpeaesieHue (98.0 %) CisHi13NO3+C4H; NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
o 11,0mMr  C;sH;3sNO3C4H| 1NO3
(xeroponaka TpomeramuH) (ot 90,0 1o
110,0 % oT 3asBJICHHOTO KOJIHYECTBA) B

TabneTke
14 | Butylhydroxyanisole 0.0919 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHune 0.0919 mr B TabneTke He menee 0,042 mr B Tabierke
Gy THIrHAPOKCHAHM30.1a
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanue: [lponykr cootBercTBYeT TpeGosanuam HJI 3axkmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manhger/Executive /
Iloproroeneno: Ranjeet IIpoBepeno: Santosh Kumar Onobpeno: Menemikep / PykgroauTens
- Maurya Abhishek Chauha ;
Reprint Date / Reprint Date / Reprint Date / !
Hata: 23.04.2024 Hata: 23.04.2024 Jara: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CiN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoayxT: Keropon™ Dkenpece (keToponak) tabneTky, AMcIeprupyembie B 10JOCTH pTa, 10 Mr

Batch No / : V2400566 Batch Quantity / : 3600000 tab /
Cepsin No O6bem cepun 3600000 Tab
Analytical Report No / : 040002493841 Date of Analysis / 1 23.04.2024
AnaJIuTHYECKHI oT4yeT No Jara aHaau3za

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jata npoussoacTea T'onen no

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

Page 70f 8/ Crp. 7u3 8

15 | Package/ YnaxkoBka 10 tablets in a blister of | 10 tabletsin ablister 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. / ITo 10
information leaflet in a carton | TaGnerok B GimcTepe u3 (ITA/AJI/IID ¢
pack. / TIlo 10 Tabnerox B | Biaromornorutenem/[IIBII) doabry /
bnucrepe w3 (ITA/AJVIID ¢ | (II3/AJT) dponsru. ITo 1 nnu 2 6nucrepa
Bnaronornotrutenem/I15BIT) C WHCTpYKLMEH IO [PUMEHEHWIO B
donwru // (I1D/AJT) donsru. Ilo | mayky KapTOHHYIO.

2 6icTepa ¢ MHCTPYKLHMEH Mo
IPHUMEHEHHIO B nayky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B coorsercteuu ¢ HJT
17 | Storage conditions / Below 25 °C. / Ilpu Temnieparype He Bbilue 25 °C.
XpaHeHue
18 Shelf life / Cpok rognocTn 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.
* IIpn BbINyCKe JIEKAPCTBEHHOr0 MpenapaTa KOHTPOJIb KaYecTBa Mo nokasarenio «MukpoGuosornyeckast
YHCTOTa» NPOBOAUTCA AJISl KaxKaoii 20-0ii cepuu, uiu 1151 OAHOM CEPUM B rOfI, B 3aBUCMMOCTH OT TOT0, YTO

HACTYIIMT paHblIe.

API name / Haumenosanue A®C:

Ketorolac tromethamine / Ketoponaka

TPOMETAaMHUH
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanne: [IpoaykT cooTBeTcTBYeET TpeGoBanuam HJI 3akawoyenne: OJJOBPEHO

Prepared by /
IToaroroeneno: Ranjeet

Checked by /
IIposepeno: Santosh Kumar

Maurya B
=

Approved by: Marfager/Executive /

ep / Pyko ?mmenb

Reprint Date /
JHara: 23.04.2024

Reprint Date /
Hara: 23.04.2024

Reprint Date /
Jara: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 191 40 4900 2900, Fax. +91 40 4900 2999, Emall: mali@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr: Reddy’s Q':'

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keTopoinak) TabNeTkH, JUCTIEprupyeMble B NoJOoCTH pTa, 10 mr

Batch No / : V2400566 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepum 3600000 Tab
Analytical Report No / : 040002493841 Date of Analysis / : 23.04.2024
AHaJuTHYeCcKHH oT4ueT No JlaTa anau3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara npoH3BoacTBa I'ogen no

Analysis performed according ND / Ananu3 nposeaex no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8/ Ctp. 8 u3 8

INN/ MHH:

Ketorolac / Ketoposak

API manufacturer batch number /
Homep cepuu npousBoautensa APC:

ABRH001225, ABQH006729

FP Manufacturer API Batch number /
Homep cepun cyberanuun npounssoautes IJId:

FERA00142, FERA00031

API Manufactured by & country /
ITpousoantens ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pemnu'c JTaGopatopuc Jita., MHaus

Remarks: The Product conforms to ND/
ITpumeuanne: Hpoaykt coorsercTBYeT TpeboBanusm HJL

Conclusion: APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /
IToxrorosneno: Ranjeet

&

Checked by /

Maurya

[Mpoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Onob6peno: Menemkep / PykoBoauresns
Abhishek Chauha

@

—

Reprint Date /
Jara: 23.04.2024

Reprint Date /
JlaTa: 23.04.2024

Reprint Date /
Jata: 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 4900 2999, Emait: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




