Dr.Reddy’s €3¢

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

CEPTHDPHKAT AHAJIM3A

www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxenpece (keToposiak) TabaeTKu, AUCTIEPrHpyeMble B MOJIOCTH PTa, 10 mr

Batch No / 1 V2301423 Batch Quantity / : 3600000 tab /
|Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001677749 Date of Analysis / + 31.07.2023
AHaTuTHYeCKHI 0T4eT Ne Jara anajinza

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
Jara npou3BoacTBA T'onen no

Analysis performed according ND / Anann3 nposeznen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3menenue Nel ot
27.12.2021, namenenne Ne2 ot 11.11.2022)

Page1 of 8 /Crp.1m38

V®-cnexrpodoToMeTpHs

ioo Test / IlokasaTean Results / Pe3ynpTaThl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on ome side. /
side. / Kpyme, miockue | Kpyrisle, miockue TaGneTku ¢ $packoi,
TabneTkd ¢ (ackoi, CBETNIO- | CBETIO-XKENTOrO IIBETA C FPaBUPOBKOH
XENTOro IBETa C IPaBUPOBKOM | «|» Ha OXHOM CTOpOHE.
«l» Ha OJTHOM CTOPOHE.
2 Identification / ITloanuHHOCTH
Ketorolac / Kemoponak
a) ByUv/ Complies / CooTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-coekTpsl
FOTJIOLIEHHA UCTIBITYEMOTO PacTBOpa U
pacTBopa  cTaHmapTHoro  ofpasia
KETOpOJilaka TPOMETaMHHA  JIOJDKHBI
HMMETh MaKCUMYMBI IPH OMHOH H TOH e
IUTHHE BOJIHBI (+ 2 HM).

Remarks:; The Product conforms to ND/

[Mpumeuanne: [TpomykT cooreercryer TpedosanusaM HJL

Conclusion: APPROVED /
Zaxnwuenune: OJJOBPEHO

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

[MoarororneHo: Santosh IIpoeepeno: Pardeep Kumar | Onobpero: Menemwkep / PykoBoaurens

Kumar Maurya ;. Om Prakash iﬁ:&n »rr)(_/
,/

Reprint Date / Reprint Date / Reprint Date / !

Hara: 31.10.2023 Hara: 31.10.2023 Hara: 31.10.2023

Reeistered Office; 8-2-337, Road No, 3, Baniara Hills, Hvderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €3¢

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

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon® Skenpecce (keToponak) TabneTkH, AHCHEPrHpyeMble B MOJOCTH PTa, 10 Mr

Batch No / : V2301423 Batch Quantity / :+ 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001677749 Date of Analysis / : 31.07.2023
AHaIHTHYEeCKHH oTYeT No JlaTa ananuza

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
JaTa mpoH3BOACTBA T'oxen g0

Analysis performed according ND / Ananus nposexen no H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel ot
27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 2 of 8§ / C1p. 2 u3 8

No

Test / Iloka3zaTeanb
Ne

Results / Pe3ynbraThl

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 ynepXuBaHHUA
OCHOBHOIO IHKAa Ha XpoMaTorpaMme
UCIILITYEMOTO ~ PacTBOpa  AOJDKHO
COOTBETCTBOBATh BpPEMEHH
yIEpXKHUBaHWA OCHOBHOIO THHKAa Ha
XpoMaTorpaMmme pacTBopa
CTaHJapTHOTO KETOpOJaKa
TpOMeTaMHHa (paznen
«KonnuecTBeHHOE ONPEESIICHUE)).

obpasua

Remarks: The Product conforms to ND/

[pumedanue: Ilponykr cooTeTcTByeT TpeboBanuam HJL

Conclusion: APPROVED /
Zakawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TonrorosneHo: Santos [posepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosonurens
Kumar Maurya ( qgt' Om Prakash ¢ . L
_ 2N —
— 47 f L y? ’I')/’_
Reprint Date / Reprint Date / Reprint Date / !
Hara: 31.10.2023 Hara: 31.10.2023 Hara: 31.10.2023

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: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dxcnpecc (keTopoiak) TabIeTKH, AUCTIEPEMPYEMbIe B 1010CTH pra, 10 Mr

Batch No / 1 V2301423 Batch Quantity / : 3600000 tab /
Cepns Ne O61em cepun 3600000 Tab
Analytical Report No / : 890001677749 Date of Analysis / : 31.07.2023
AnajuTHYecKHHi oTueT No JlaTa anaan3a

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
JlaTa npou3BoACTBA T'onen mo

Analysis performed according ND / Ananu3 nposenen mo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or
27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page3 of 8/ Crp.3m3 8

i.? Test / ITokazaTenab Results / Pe3ynbTaThl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
TMMoanuHHOCTB butylhydroxyanisole peaks on the
OyTHArHIPOKCHAHH3O0JI 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). / DBpeMeHa ynepXHBaHUA
MMKOB  2-OyTHITMAPOKCHaHHW30JIa H
3-6yTWITHAPOKCHAHH30JIa Ha
XpoMaTorpaMmme UCTILITYEMOTO
pacTBOpa HOMDKHBI COOTBETCTBOBATH
BpeMeHaM yIepKUBaHUA IIUKOB
2-6yTHITHAPOKCHUAHH30Ta u
3-6yTUNTUAPOKCUAHHU30JIa Ha
XpoMarorpaMmme pacTtBopa
CTaHAApPTHOTO obpazua
Gy TUITHAPOKCUAHKU30J1a (paznen
«Conaepxanne

OYTUNTHAPOKCUAHHU30TIAR).

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

4 Average weight / Cpennsist 69.6 mg / 69.6 Mr

Macca

Conclusion: APPROVED /
3akmrouenune: OJJOBPEHO

Remarks: The Product conforms to ND/
INpumeuanwe: [Tpoaykt coorBeTcTBYeT Tpebopanmsam HJI

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

IMoaroroeneno: Santosh Iposepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBoauress

Kumar Maurya C& — 1 ; Om Prakash {{ o 76” TY)L/
/

Reprint Date / Reprint Date / Reprint Date / '

Hara: 31.10.2023 Hara: 31.10.2023 Hara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emall: mall@drreddys.com
CIN: L85195AP1984PLC0O04507
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

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkcnpecc (KeTOpoiak) TabNeTKH, AHCNEprupyemMble B N0I0CTH pTa, 10 Mr

Batch No / 1 V2301423 Batch Quantity / : 3600000 tab /
Cepns Ne Oo6bem cepuu 3600000 Tab
Analytical Report No / : 890001677749 Date of Analysis / : 31.07.2023
AHaJuTHYeCKHH oTUeT No JlaTa anajam3a

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
JaTa npoH3BoaCTBa TI'onen no

Analysis performed according ND / Ananu3 nposeaen mo HJ/L:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3menenne Nel or

27.12.2021, namenenune Ne2 ot 11.11.2022)

Page 4 of 8/ Crp. 413 8
i? Test / IloxasaTenb Results / Pe3ynbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than £ 10 %
OaHOPOAHOCTL MACChI 2/20 tablets - not more than £ 20 % /
18/20 Ttabnerox — mHe 6Gonee + 10 %
2/20 tabneTok — He Gonee + 20 %
5 Disintegration time / 00 min 20 sec / 00 mun 20 cek Not more than 3 min / He 6o1ee 3 Mun
PacnapaemocTb
6 Dissolution / PacTBopeHue Unit-1/ Tabn-1 99% Not less than 75% (Q) of
. C15H;3NQO3*C4H; 1 NO;3 (ketorolac
Unitz2:/ b2 96% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 96% 75% (Q)  CisHizNO3CsHi1NO;
. . (xeTtoposiaka  TpOMETAaMMH)  4epes3
Unit-4 / Tabn-4 98% 15 MUK
Unit-5 / Tabn-5 95%
Unit-6 / Tabn-6 101%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JAHcnepcHOCTD | 710 pum sieve is formed. / O6pazyercs
OJHOPOIHAs CYCICH3Hs, MPOXOAsIas
CKBO3b CHTO C pa3MepoM OTBEpCTHil
710 MKM.

Remarks: The Product conforms to ND/
IMpumeuanue: TTpoaykr coorBeTcTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: Santosh IMposepeno: Pardeep Kumar | OnobpeHo: Menemiep / Pykosoautens
Kumar Maurya p Om Prakash

Reprint Date / Reprint Date / Reprint Date / !

Jara: 31.10.2023 Jarta: 31.10.2023 Jara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +891 40 4800 2300, Fax: +91 40 4900 249Y, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

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
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dxcnpece (keToposiak) TabIeTKH, AMCIEPrHPYEMbie B MOJIOCTH pra, 10 Mr

Batch No / : V2301423 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepuu 3600000 Tab
Analytical Report No / : 890001677749 Date of Analysis / : 31.07.2023
AHaTHTHYEeCKHiT oTueT Ne JlaTa ananusza

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
JlaTa npou3BoacTBa Toxen no

Analysis performed according ND / Anayim3 nposenen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, usmenenne No2 or 11.11.2022)

PageSof 8/ Crp. 5u3 8

8 Related impurities / PoacTBeHHBIE IPUMECH

ketorolac 1-hydroxy analog /
l-rugpoxkcuaHanor
KeTopoJiaka

ketorolac 1-keto analog/
1-KkeToaHanor KeTopojaka

Any unidentified impurity /
e IMHUYHAs
HEeHIeHTUQUIUPOBAHHAS
MPHMEChH

Not detected / He 06HapysKeHa

0.04 %

0.06 %

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

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

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

Total impurities /
CymMmMa mpumMeceit

0.1%

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Boaa

3.0%

Not more than 7.0% w/w /
He 6onee 7,0 %

10

Residual solvents by GC/ OcTtaTouHble 0praHu4ecKHe pacTBopuTe/Id

Isopropyl alcohol /
Hzonponanon

26 pg/tab /
26 MKr B TabJNeTke

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

Remarks: The Product conforms to ND/

[pumMeuanue: ITpoaykr cooTBeTcTBYeT TpeboBanusam HJT

Conclusion: APPROVED /
3akmouenue: ONOBPEHO

Prepared by /- Checked by / Approved by: Manager/Executive /
TMoarorornexo: Santosh IIposepeno: Pardeep Kumar | Onobpeno: M?J.E,EQKSP / PykoBoauTENH
Kumar Maurya QL—/ Om Prakash {'"L ; %_w ™M Lf
Reprint Date / Reprint Date / Reprint Date / d

Hara: 31.10.2023 Hara: 31.10.2023 Jara: 31.10.2023

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: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon® Okenpecc (keroponak) TabiIeTkH, AUCTIEPrupyeMbIe B NOJIOCTH pTa, 10 mMr

Batch No / : V2301423 Batch Quantity / : 3600000 tab /
Cepus Ne Oo0nem cepuu 3600000 Tab
Analytical Report No / : 890001677749 Date of Analysis / : 31.07.2023
AHaNUTHYeCKHI oTueT Ne Jara ananu3za

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
JlaTa npoH3BOACTBA T'open xo

Analysis performed according ND / Ananu3 nposenen no HJI: _
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, u3smenenue No2 or 11.11.2022)

Page 6 of 8/ Ctp. 6 u3 8

11 | Microbial enumeration tests / Mukxpo6uojornueckas yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1mee uucno He 6onee 1000 KOE/r
a3p0oOHBIX MUKPO-
OpraHu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He 6onee 100 KOE/r
YHCIIO JPOXOKEBBIX U
IUIECHEBBIX IpUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OTtcyTrctBUE B 1 T
12 | Uniformity of dosage units / 2.2 Acceptance value (AV) not more than
OnnopoaHOCTh 15.0 / IlpuemouHoe 3HaueHue (AV) He
NO3UPOBAHMUS 6onee 15,0.
13 | Assay/KonauyecTBeHHOE 99mg/9.9mr From 90mg to 11.0mg of
ompeneeHue (99.4 %) Ci15H3NO3°C4sH1NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
ao 1 1,0 MI C15H13N03'C4H11N03
(xetoponaka tpomeramuH) (oT 90,0 mo
110,0 % oT 3as4BJICHHOTO KOJIUYECTBA) B
TabneTKe
14 | Butylhydroxyanisole 0.0957 mg/tab / Not less than 0.042 mg/tab /
content / Copaep:xxaHue 0.0957 mr B TabneTke He menee 0,042 mr B TabneTke
6yTHIrMAPOKCHAHN301a

Remarks: The Product conforms to ND/
ITpumeyanue: IIponykT coorseTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

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

INonrorosineHo: Santosh [MpoBepeno: Pardeep Kumar | Ongobpeno: Mene, / PykoBoaurenp

Kumar Maurya C& Om Prakash P Y ﬁ ,‘m,}l_/’_
- ﬂ/‘ ——

Reprint Date / Reprint Date / Reprint Date / : -

Jara: 31.10.2023 Jara: 31.10.2023 Jata: 31.10.2023

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: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":‘.

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

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkenpecc (ketoponak) TabneTky, AUCIEPrupyeMbie B ronocTH pra, 10 mr

Batch No / : V2301423 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepun 3600000 Tab
Analytical Report No / : 890001677749 Date of Analysis / : 31.07.2023
AnajuTHYecKHit oTyeT Ne JlaTa aHAJIH3A

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
JlaTa npon3BoACTBA T'onen no

Analysis performed according ND / Anann3 nposegen nmo HJ/L:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nu3menenne Nel or

27.12.2021, nzmenenne Ne2 or 11.11.2022)

Page 7 of 8/ Ctp. T3 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 Tabnetoxk B
onmucrepe w3 ([TA/AJVIID ¢
praromnoriorarenem/[IOBIT)
doneru // (IIS/AJT) onsru. Io
2 Giucrepa C MHCTPYKLHEH IO
MPHAMEHEHHIO B nayKy
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 6auctepe uz (ITA/AJI/TID ¢
praronornotureneM/II13BIT) donsru //
(TII5/AJT) donsru. ITo 1 wmu 2 6aucTepa
C WHCTPYKIHEH [0 TPUMEHEHHIO B
NayKy KapTOHHYIO.

16

Labeling / MapkupoBka

According to ND / B cootBercteuu ¢ HJJ

17

Storage conditions /
XpaneHue

Below 25 °C. / IIpu TeMnepatype He Bbite 25 °C.

18

Shelf life / Cpox roaHocTn

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 BbIMyCKe JEKAPCTBEHHOTO MpenapaTa KOHTPOJIb Ka4ecTBa No nokasaTeso «MukpoGHosoruyeckas

YHUCTOTA» NPOBOAUTCH AJISA Kaxpoii 20-oit cepuu, WJIH 1J1d OAHOM CEpHUH B rol, B 3aBUCHUMOCTH OT TOI0, YTO
HACTYIIUT paHbIeE.,

Remarks: The Product conforms to ND/
[Tpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3axawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarotoeneHo: SalltO/ShéA Iposepeno: Pardeep Kumar | Opno6peno: Meﬁggl_{gp / PykoBoaMTEN
Kumar Maurya Om Prakash |

ury - Qj__:? @ ” \ﬁ VY —
Reprint Date / Reprint Date / Reprint Date / |
Jlara: 31.10.2023 Jlara: 31.10.2023 Hara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@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 : 491 98166 56001-02

CEPTHO®UKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Dkenpece (xeTopoiiak) TabaeTkH, JUCIIEprUpyeMble B II0JIO0CTH pTa, 10 Mr

Batch No / 1 V2301423 Batch Quantity / : 3600000 tab /
Cepns Ne O0bem cepHH 3600000 Tab
Analytical Report No / : 890001677749 Date of Analysis / : 31.07.2023
AnasmTrdeckuil oraer Ne JlaTa aHann3a

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
JaTa npou3BoaAcTBa T'onen o

Analysis performed according ND / Ananu3 nposener no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3menenne Nel or

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 8 of 8/ Crp. 8 m3 8

API name / Haumenosanue A®C:

Ketorolac tromethamine / Ketoponaka

Howmep cepuu cy6eranuuu npouspoauntens [JIdD:

TpOMETaMUH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepuu npousBoaurenss ADC: EEOFvRIOn
FP Manufacturer API Batch number / FEQA00275

API Manufactured by & country/
IIpouspoaurtens APC, crpaHa:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlabopatopuc Jitn., Munus

Remarks: The Product conforms to ND/

[Tpumedanue: [1poaykT cooTBeTcTBYET Tpebopanuam HJI

Conclusion: APPROVED /
Zakawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: Santosh ITposepeno: Pardeep Kumar | Onobpeno: Menexep /[ PykoBoguTens
Kumar Maurya Om Prakash s (j) i ’I’T'L
Reprint Date / Reprint Date / Reprint Date / \

Jara: 31.10.2023 Jara: 31.10.2023 Jara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2500, Fax: +91 40 4900 2999, Emdil: rqil@diteddys.cuin
CIN: L85195AP1984PLC0O04507

www.drreddys.com



