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

CEPTUHOPUKAT AHAJIN3A

www.drreddys.com

Prodict: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoAykT: Ketopon® Dxcnpecc (keToponak) TableTkH, JMCIeprupyeMble B MOJOCTH pTa, 10 Mr

BatchNo/ : V2400410 Batch Quantity / : 3600000 tab /
CepHi Ne Q6bem cepHu 3600000 Tab
Analytical Report No / : 040002482704 Date of Analysis / : 12.04.2024
AHaJWiTHYecKHil oT4eT Ne JaTa anaausa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara npousBoacrea I'onen no

Analysis performed according ND / Auanu3 nposegen mo HJ[:

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

Page10of 8/ Crp. 1 u3 8

JI:OO Test / [TokazaTesnb Results / Pe3ynbTatsl 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. / Kpyrasie, mockue | Kpyrible, miockue TabaeTku ¢ Gackoi,
TabNeTkn ¢ (ackoif, CBETIO- | CBETNO-XENTOro LBETa C IPaBUPOBKOM
MEJITOro IBETa C rpaBHpoBKOlM | «|» Ha opHO cTOpOHE.
«» Ha OJIHOM CTOpOHe.
2 Identification / [TonuHHOCTH
Ketorolac / Kemoponak
a) ByUv/ Complies / COOTBETCTBYET UV spectra of the test solution and

Y®-cnekrpodoToMeTpus

ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / V®-cOoekTpsl
TIOTJIOIIEHHS UCTIBITYEMOTO PacTBOpa U
pacTBopa  cTaHmapTHoro  ofpasia
KeTOpOoNaka TpPOMETAMHHA  JOJIKHBI
MMeTb MaKCUMYMbL NIPU OJHOH U TOM Xke
IUTHHE BOJTHBI (£ 2 HM).

Remarks: The Product conforms to ND/

IMpumeuanue: IIponykt cootBercTBYeT TpebopanmsiM HJI

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosneHo: Ambres [Tpoepeno: Santosh Kumar | Onobpeno: Menemxep / PykoBoauTelb
Kumar @ Maurya : Pavan Kumar Sharma _{

5 bV N T
Reprint Date / Reprint Date / Reprint Date /

Jara: 11.04.2024

Hara: 11.04.2024

Hara: 11.04.2024

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: maii@drraddys.com
CIN: L85185AP1984PLC0O04507

www.drreddys.com




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

&e
Dr. Reddy,s q.... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
CEPTUOUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropon® Dkcnpecc (keToposiak) TabneTky, JUcrieprapyemble B 1I0JI0CTH pTa, 10 Mr

Batch No / : V2400410 Batch Quantity / : 3600000 tab/
Cepns Ne Obnem cepuun 3600000 Tab
Analytical Report No / : 040002482704 Date of Analysis / : 12.04.2024
AHaJiuTHYecKHH oTueT No JaTa anannza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jdata npousBoacTBa Togen no

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

Page2 of 8/ Crp. 2 u3 8

No

No Test / [lokasaTennb Results / Pe3ynpTatsl 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). / BpeMms  ynepXHBaHHA
OCHOBHOIO MHKa Ha XpOMaTorpaMme
HCIBITYEMOTO  pacTBopa  AOJDKHO
COOTBETCTBOBATh BpPEMEHU
yIOepXKHBaHHS OCHOBHOTO THKAa Ha
XpoMarorpamme pacTBopa
cTaHmapTHOro obpasla KeTopoJiaka
TpoMeTaMHHa (paznmen
«KoM4ecTBEHHOE OIPEAEIEHHEY).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanue: Ilponykr cootseTcTByeT TpeboBanmsam HJI 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MogrorosneHo: Ambresh , | IIposepeno: Santosh Kumar | Onobpeno: Menemkep / Pykosoautesns
Kumar W Maurya Pavan Kumar Sharma  <f;. —

Cad N il
Reprint Date / Reprint Date / Reprint Date /
Jara: 11.04.2024 Jara: 11.04.2024 Hara: 11.04.2024

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: maii@drraddys.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, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Ketopon® Dkcnpece (keToposnak) TabaeTku, AXcNeprupyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2400410 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6Bem cepun 3600000 Tab
Analytical Report No / : 040002482704 Date of Analysis / : 12.04.2024
AHaJiuTHYecKHl oTueT Ne JlaTa anaausa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jata npou3BoacTea T'open no

Analysis performed according ND / Anaym3 nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8/ Crp. 3 u3 8

;Ibo Test / [lokazaTennb Results / PesynpraTsl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuHHOCTH butylhydroxyanisole peaks on the
Oy THATHAPOKCUAHU3OJT 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). / BpeMmeHa ynepKUBaHUS
MUKOB  2-OyTHUNTHAPOKCHAHM3OMA U
3-0yTUnruapoKCcUaHUu3olNa Ha
XpoMarorpamme HCIIBITYEMOTO
pacTtBOopa HOJDKHEL COOTBETCTBOBATH
BpeMeHaM yIep>XUBaHUA MUKOB
2-0yTUNTHAPOKCHAHHU30J12 U
3-OyTunruapoxcuaHu3oa Ha
XpOMaTorpaMmme pacTBopa
CTaH/IapTHOTO obpasua
6yTHArHAPOKCHAHU30Ia (paznen
«Conepxanue
OYTHITHIPOKCHAHU301a»).
4 Average weight / Cpennsis 68.7 mg / 68.7 mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Macca Ot 67,2 Mr 10 72,8 mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/

Ilpumeuanue: IlpoaykT cooTBeTCTBYET Tpebopanusim HJ

Conclusion: APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrororneno: Amb _— | Hposepeno: Santosh Kumar | Ono6peno: Menemkep / Pykosoaurens
Kumar ot ¥ & Maurya @_ Pavan Kumar Sharma . W:.;q
Reprint Date / Reprint Date / Reprint Date /

JHara: 11.04.2024 Hara: 11.04.2024 Jara: 11.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
fel, +91 40 490U 2900, Fax. +91 40 4300 2999, Erall: inall@drreddys.com
CIN: L85195AP1984PLC0O04507

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, INDIA
Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon® Dkcnpecc (keToposak) TabneTky, AUCeprupyeMble B NOJOCTH pTa, 10 Mr

Batch No / : V2400410 Batch Quantity / : 3600000 tab /
Cepua Ne O6nem cepnn 3600000 Tab
Analytical Report No / : 040002482704 Date of Analysis / : 12.04.2024
AHaJuTHYECKH#H 0TUeT No JlaTa aHaan3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTa npoussoacrea Tonen go

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

Page4 of §/ Crp. 4 u3 8

;)0 Test / [Noka3zaTenn Results / PeaynbTaTsl Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than = 10 %
OHOPONHOCTBL Macehl 2/20 tablets - not more than + 20 % /

18/20 Tabnetox — He Ooinee + 10 %
2/20 rabnetok — He 6onee = 20 %

5 Disintegration time / 00 min 20 sec / 00 mun 20 cex Not more than 3 min / He 6omee 3 Mun
Pacnagaemocth

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

. Ci5H3NO3C4H;1NO; (ketorolac
Unit-2 / Ta6n-2 98 tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 100% 75 % Q C15sH13NO3+C4H11NOs

) . (keToponlaka  TpPOMETaMHH)  4Yepes3
Unit-4 / Tabn-4 96% 15 Mun
Unit-5 / Tabn-5 98%

Unit-6 / Tabn-6 98%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / Obpasyercs
OJHOpOAHAs CYCHEH3Ws, IpOoXOo.sILas
CKBO3b CHUTO C pasMepoM OTBEPCTHH
710 MKM.
8 Related impurities / PoacTBeHHbIe NpUMecH

Remarks: The Product conforms to ND/

Ipumeuanue: IIpogykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
3axkmouenne: OAOBPEHO

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

[Tonrotosneno: Ambres ~ | Ipoepeno: Santosh Kumar | Onobpeno: Menemkep / Pykosoaurens

Kumar éy Maurya Y Pavan Kumar Sharma (_f:‘ y
—— e ==

Reprint Date / Reprint Date / Reprint Date /

Jara: 11.04.2024 Jara: 11.04.2024 Harta: 11.04.2024

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCD04507

www.drreddys.com




Dr.Reddy’s Q’:‘

CERTIFICATE OF ANALYSIS
CEPTUPUKAT 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
Hpoaykr: Keropon™ Dkcnpecc (keTopoak) TabiaeTky, AMcreprupyembie B noaoctu pra, 10 mr

Batch No / : V2400410 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepuH 3600000 Tab
Analytical Report No / : 040002482704 Date of Analysis / : 12.04.2024
AHaJuTHYeCKHIi oTueT Ne Jarta anaim3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara npou3BoacTBa I'ogen o

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

Page50of 8 /Crp. Suz 8

1-ruapokcuaHanor
KeTopoJlaka

ketorolac 1-hydroxy analog /

Below LOQ (LOQ = 0.0032 %) /
Hwe rnipeena KONHIECTBEHHOTO
onpenenenus (ITKO = 0.0032 %)

Not more than 0.5 % / He 6o1ee 0,5 %

ketorolac 1-keto analog/

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

1-keToaHanor KeToponaka 0.10 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eUHUYHasI
HeUAeHTHUIMPOBaHHAS 0.02 %
NpUMech
Total impurities / 0.1 % Not more than 1.0 % / He 6o1ee 1,0 %
Cymma npumecei
9 Water / Bona 1.8 % Not more than 7.0% w/w /

He 6osee 7,0 %

10

Residual solvents by GC/ OcTtaTouHble OpraHuYecKHe pacTBOPUTENH

Isopropyl alcohol /
H3zonponaHon

16 pg/tab /

Not more than 350 pg/tab /

16 Mkr B TabJeTKe

He 6oxnee 350 MKr B TabneTke

Remarks: The Product conforms to ND/
INpumeuanue: IIpoaykT cooTBeTcTByeT TpeboBanram HJI

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Jlara: 11.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IoarororneHo: Ambres ITposepeno: Santosh Kumar | OmoGpeno: Menemkep / Pykososurens
Kumar o3> Maurya ‘4% Pavan Kumar Sharma ¢ Ji —
Reprint Date / Reprint Date / Reprint Date /

Jara: 11.04.2024

Hara: 11.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, ndia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCO0450Q7

www.drreddys.com




Dr.Reddy’s Q3¢

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

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcripece (keToposiak) TableTKH, AUCTeprupyeMble B IIOJIOCTH pTd, 10 Mr

Batch No / : V2400410 Batch Quantity / :+ 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002482704 Date of Analysis / : 12.04.2024
AHaJuTHYecKHii oTyeT No JlaTa ananusza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jata npou3zBoacTsa T'oxen no

Analysis performed according ND / Anann3s nposeaen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ Ctp. 6 u3 8

11 Microbial enumeration tests / Mukpo6uoJsioruyeckas 4ucTora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61ee 4ucio He 6onee 1000 KOE/r
a3pO6GHBIX MHKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1ee He 6onee 100 KOE/r
YHCIIO APOMNKEBBIX H
TUIECHEBBIX IPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBHE B 1 T
12 Uniformity of dosage units / 4.4 Acceptance value (AV) not more than
OaHopoaHOCTDL 15.0 / IlpuemouHoe 3HayeHue (AV) He
JI03UpPOBAHHSA 6onee 15,0.
13 Assay / KosinuecTBeHHOE 9.9mg/9.9 Mr From 90mg to 11.0mg of
onpexeseHue (99.0 %) C5H3NO3°C4sH;1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
A0 1 1,0 Mr C15H13NO3'C4H11NO3
(ketoponaka TpoMeramuH) (ot 90,0 no
110,0 % oT 3asBJIEHHOTO KOIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0935 mg/tab / Not less than 0.042 mg/tab /
content / Conep:xxaHue 0.0935 mr B Tabnerke He menee 0,042 mr B TabneTke
OYTHATHIPOKCHAITHIOMA

Remarks: The Product conforms to ND/

ITpumeyanue: IpogykT cootBercTBYeT TpeboBaHuaM HJJ

Conclusion: APPROVED /
3axarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ambre [Mposepeno: Santosh Kumar | Opo6peno: Menemxep / Pyxbsoauress
Kumar 6? ‘- = Maurya Pavan Kumar Sharma g~

(X L=
Reprint Date / Reprint Date / Reprint Date /
Jara: 11.04.2024 Jata: 11.04.2024 Jara: 11.04.2024

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: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q3¢

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

CEPTUONKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon” Dxenpecc (keToponak) TabiaeTKH, AUCeprupyeMble B N0JI0CTH pTa, 10 Mr

Batch No / 1 V2400410 Batch Quantity / : 3600000 tab /
Cepusa Ne O0Bem cepnn 3600000 Tab
Analytical Report No / : 040002482704 Date of Analysis / : 12.04.2024
AnaniuTnyeckuii otuer Ne JaTa ananuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa npon3BoACTBA I'onen go

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

Page 7 of 8/ C1p. 7 u3 8

15 | Package/ Ynakoeka 10 tablets in a blister of | 10 tabletsin a blister 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. / Io 10
information leaflet in a carton | Tabmetok B Gancrepe n3 (ITA/AJITID ¢
pack. / Tlo 10 rabnerok B | Bnaronorotutenem/II3BII) doneru //
Gmucrepe w3 (ITA/AJVIID ¢ | (II3/AJT) doneru. ITo 1 unu 2 6auctepa
Bnaronoriotutenem/I[13BIT) C UHCTPYKUMEH MO IMPUMEHEHHIO B
toneru // (I3/AJ]) donsru. [lo | nadky KapTOHHYIO.

2 6nuctepa ¢ MHCTPYKLHMEHN [10
NPHMEHEHHIO B navyKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBetcTBuu ¢ HJf
17 | Storage conditions / Below 25 °C. / I[Ipu Temneparype He Beiuie 25 °C.
XpaHeHue
18 Shelf life / Cpox roaHocTH 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 BbIMYCKeE JIEKAPCTBEHHOr0 NMpenapaTa KOHTPOJIb KauecTBa Mo nokasarenro «Mukpobuoaornieckas
YUCTOTA» MPOBOAMTCH AJIs Kaxkmoii 20-oii cepuu, WM [JIS OAHOI cepUH B Tof, B 3aBHCUMOCTH OT TOr0, YTO
HACTYITUT paHblUe.

API name / Haumenosanue ADC:

Ketorolac tromethamine / Keroponaka
TPOMETaMHH

Remarks: The Product conforms to ND/
ITpumeuanue: [TpoaykT cooTBeTcTBYET Tpebosanuam HJIL

Conclusion: APPROVED /
3axkmouenpne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToxroroeneHo: AmbrgshQ_, Iposepeno: Santosh Kumar [ Ono6peno: Menemiep / Pykosoantests
Kumar C ~ X | Maurya ) Pavan Kumar Sharma CE ——

C} " - "_____
Reprint Date / Reprint Date / Reprint Date / o
Jara: 11.04.2024 Hara: 11.04.2024 Hara: 11.04.2024

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: maii@drreddys.com
CiIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDPUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkcnpecc (keToposak) TabieTky, AHcneprapyeMsie B MoJaocTH pra, 10 mr

: 3600000 tab /

Batch No / : V2400410 Batch Quantity /

Cepus Ne O0neM cepun 3600000 Tab
Analytical Report No / : 040002482704 Date of Analysis / : 12.04.2024
AHaJIMTHYECKHH oTUeT Ne JlaTa ananu3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa npou3BoacTEA Toaen go

Analysis performed according ND / Anann3 nposenen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8 / Crp. 8 w3 8

Homep cepun cy6cranuuu nponssoaurens I'JID:

INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /

Homep cepuu npousBoautens ADC: ABQH006729

FP Manufacturer API Batch number / FERA00031

API Manufactured by & country /
IIpousBoautens ADC, cTpana:

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

Remarks: The Product conforms to ND/
ITpumeuanue: [ponykT coorBercTByeT Tpeboanusam H

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by /

IToaroTorieHo: resh
Kumar AV

Maurya Q’ﬂ/’

—

Ipoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoaurens
Pavan Kumar Sharma {/EL -

Reprint Date /
Jara: 11.04.2024

Reprint Date /
Jarta: 11.04.2024

Reprint Date /
Jara: 11.04.2024

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: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




