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 : 491 98166 56001-02

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropon® Dkcnpecc (keroponak) TabaeTky, JMCeprupyeMble B MOIOCTH pra, 10 Mr

Batch No / : V2301305 Batch Quantity / : 3600000 tab /
Cepust Ne Oo6bem cepun 3600000 Tab
Analytical Report No / : 890001674924 Date of Analysis / : 17.07.2023
AHAnMTHYEeCKHI oTYeT No Jarta anaansa

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jara npou3BoJcTBA I'open no

Analysis performed according ND / Ananu3 nposenen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, n3menenune Ne2 ot 11.11.2022)

Page 1 0of8/Crp. 1 u3 8

1}2 Test / TlokasaTenb Results / Pe3ynbTaThl Specification / Hopma
1 Description / Onucanmne Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyrmse, mwiockue | Kpyrisle, miockue TabiaeTku ¢ $packoii,
TabNeTku ¢ (ackoif, CBETJIO- | CBETIO-XKENTOro LBETA C PAaBUPOBKOMH
XENTOr0 [BETa C IPaBUPOBKOH | «I» Ha OfIHOM cTOpOHE.
«l» Ha oHOM CTOpOHE.
2 Identification / [ToaIuHHOCTL
Ketorolac / Kemoponak
a) Byuv/ Complies / CoOTBETCTBYET UV spectra of the test solution and

V®-cnextpodhoToMeTpus

ketorolac  tromethamine standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cniekTps!
MOTJIOIIEHHUS UCTILITYEMOTO PacTBOpa U
pacTBopa  craHaapTHoro  ofpasua
KETOpoJiaka TPOMETaMHHAa  JOJDKHBI
HMETh MAaKCUMYMBI ITPU OTHOM U TOH Xke
JUTUHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
Ipumeuanue: [Ipoaykt cooTseTcTBYeT TpeboBanmam HJI

Conclusion: APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Shivani Devi | ITposepeno: Pardeep Kumar | Ono6peno: Menemiep / Pykosoauresb
/$ 7 — .| Amit Kumar I&*: N
a ilf \/’
Reptint Date / Reprint Date / Reprint Date /
JHara: 17.07.2023 Jlara: 17.07.2023 Harta: 17.07.2023

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 Laboratories Ltd.

b/ e Formulation Unit-6

Dr' Reddy S s Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02
CEPTI/I@I/]I(AT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxenpecc (keToposak) TablIeTKH, AMCIePrHpyeMbIe B MOJIOCTH pTa, 10 Mr

Batch No / : V2301305 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuH 3600000 Tab
Analytical Report No / : 890001674924 Date of Analysis / : 17.07.2023
AHaanTHYecKHii oTuer No Jata ananusa

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jarta nponsBoacTea T'open no

Analysis performed according ND / Ananns nposeaen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page 2 of 8 /Crp. 2 u3 8

Test / Iloka3aTenb Results / PesyabTaThl Specification / Hopma

No
Ne

b) By HPLC/B32XX 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 ynepxuBavus
OCHOBHOTO MMHKa Ha XpOMaTorpaMMe
ACOLITYEMOTO  pacTBopa  JIOJDKHO
COOTBETCTBOBATD BpEMEHH
YIOEPXKUBAHUS OCHOBHOTO THKa Ha
Xpomarorpamme pacTBopa
CTaHJApTHOTO o0Opaslia KeTopoJiaka
TpOMeTaMHHa (pazpen
«KONMIECTBEHHOE OTIPENENEHHEN).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIpoaykT coorBeTcTBYeT TpeboBarusM HJJ 3akmouenne: OAOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorossieHo: Shivani Devi | Ipoepero: Pardeep Kumar | Ono6peHo: Menemxkep / PykosoauTens
' 1 R
7 f _ Amit Kumar ‘A(‘ y/
Keprint Date / Reprint Date / Reprint Date /
Hara: 17.07.2023 Hara: 17.07.2023 Hara: 17.07.2023

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 €3¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

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
HpoaykT: Ketopon® Dkcnpecc (keToposnak) TablaeTkH, AHCIEPrupyemMble B MoaocTu pra, 10 mr

Batch No / : V2301305 Batch Quantity / : 3600000 tab /
Cepust Ne O6bem cepuH 3600000 Tab
Analytical Report No / : 890001674924 Date of Analysis / : 17.07.2023
AnanuTHuecKHii oTyer Ne Jara anannsza

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JaTa npou3BoacTea T'omen o

Analysis performed according ND / Ananu3s nposeaen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3amenenne Nel ot

27.12.2021, nuzmenenne Ne2 or 11.11.2022)

Page30of8/Crp.3 u3 8

1}2 Test / ITokazaTenan Results / PesynbTaTsl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET retention  times  of = 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HopnuHHOCTD butylhydroxyanisole peaks on the
GYTHrUAPOKCHAHM30 chromatogram of the test solution

should correspond by the retention times
2-butylhydroxyanisole and  3-

butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / BpeMeHa yaepXKUBaHUA

2-OyTHITMIAPOKCUAHU30Ia |
3-6yTUITHAPOKCHAHU30M1A Ha
XpoMaTorpaMme UCIIBITYEMOTO
pacTBopa HOJDKHBI COOTBETCTBOBATh
BpEMEHaM YAEpKUBAHUA MHUKOB
2-6yTUNTUAPOKCUAHU30J1a u
3-0yTUNTrUAPOKCHAHU30JIa Ha
XpoMaTorpaMme pacTBopa
CTaHAapTHOTO obpasia
OYTUNTUAPOKCHAHU30]1a (paznen
«CognepxaHue

OYTHITHAPOKCUAHU30IIAN).

4 Average weight / Cpennss
Macca

69.9 mg / 69.9 mMr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 Mr 5o 72,8 Mr (70,0 Mr £ 4,0 %).

Remarks: The Product conforms

[Tpumeuanue: [IponykT cooTBeTcTBYET TpeboBaHusM HJI

to ND/

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

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

IMoxroroeneno: Shivani Devi | Ilposepeno: Pardeep Kumar | Omo6peno: Menemxep / Pykosoaurens
/L ')// Amit Kumar \*:\:’/ .

Reprint Date / ‘ Reprint Date / Keprint Date/

Jara: 17.07.2023 Jara: 17.07.2023 Hata: 17.07.2023

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: L85195AP1984PLCO04507
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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Bxcnpece (keToposiak) TableTKH, AUCTIEprHpyeMEble B MON0CTH pra, 10 Mr

Batch No / : V2301305 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001674924 Date of Analysis / : 17.07.2023
AHaMTHYECKHH oTUyeT No JlaTa aHaJM3a

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JaTa npoH3BoACTBA T'open no

Analysis performed according ND / Ananu3s nposenen mo HJ/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenune Nel ot

27.12.2021, namenenue Ne2 ot 11.11.2022)

Page 4 of 8/ Ctp. 4 u3 8

1}? Test / IloxazaTenn Results / PesyabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBEeTCTBYET 18/20 tablets - not more than = 10 %
OaHOPOJHOCTH Macehl 2/20 tablets - not more than + 20 % /

18/20 Ttabnerox — He OGonee + 10 %
2/20 Tabnerox — He 6onee + 20 %
5 Disintegration time / 00 min 22 sec / 00 MuH 22 cex Not more than 3 min / He 6onee 3 muH
PacnagaemocTb
6 Dissolution / PacTBopeHnne Unit-1/ Tabn-1 103% Not less than 75% (Q) of
i CisH13NO3*CsH 1 iNOs (ketorolac
Unit-2 / Tabn-2 102% tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 102% 75% (Q)  CisHi3NOs*CsHiiNOs
. . (keTopoyiaka ~ TpPOMETAaMMH)  4epe3
Unit-4 / Tabn-4 99 % 15 MuH
Unit-5 / Tabn-5 99%
Unit-6 / Tabn-6 99%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
HJucnepcHocTh 710 um sieve is formed. / O6pasyercs
OJIHOPOIHAS CYCTICH3Us, NPOXOAAIIas
CKBO3b CHTO C pa3MepOM OTBEpCTHH
710 MKM.

Remarks: The Product conforms

ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI

to ND/

Conclusion: APPROVED /
Zakmouenne: OJJOGPEHO

Prepared by /
[onarorosneno: Shivani Devi

Checked by /
IMposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauresib

Amit Kumar N~
() X

AT
Reprint Date /
Hara: 17.07.2023

Reprint Date /
Jara: 17.07.2023

¥

Reprint Date /
Jara: 17.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

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, INDI|A
Tel : 491 98166 56001-02

CEPTHO®UKAT AHAJIA3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dxcnpecc (keToposiak) TabaeTky, AMCHEPrupyeMBIe B NI0JI0CTH pra, 10 Mr

BatchNo / : V2301305 Batch Quantity / : 3600000 tab /
CepHa Ne O0neM cepun 3600000 Tab
Analytical Report No / : 890001674924 Date of Analysis / : 17.07.2023
AnaJuTHueckHii oTyeT Ne Jdara aHan3a

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JdaTanpoussoacrea I'open o

Analysis performed according ND / Anann3 nposeaen mo H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.122021, uzmenenne Ne2 ot 11.11.2022)

Page 5 of 8/ Crp. Su3 8

8 Related impurities / PoacTeennbie npumecu

ketorolac 1-hydroxy analog /
1-rUApOKCHAaHATIOT
KETOpoJIaKa

ketorolac 1-keto analog/
1-keToaHAJIOT KeTOpOaKa

Any unidentified impurity /
eMHUYHAs
HeMAeHTHPUIUPOBAHHAS
[PUMEChH

Below BDL (BDL=0.0010 %) / Huxe
nopora perucrpauuu (ITP =0.0010 %)

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

0.04 %

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

0.06 %

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

Total impurities /
CyMMa npumecei

0.1%

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

9 Water / Bona

25%

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

10 | Residual solvents by GC/ OcTtaTouyHble OpraHMdecKHe pacCTBOPUTEIH

Isopropyl alcohol /
HzonponaHon

16 pg/tab /
16 MKr B TabneTke

Not more than 350 pg/tab /
He 6onee 350 MKr B TabneTke

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTCTBYET Tpebopanusm HJJ

Concluasion: APPROVED /
3akmawyenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarotosneHo: Shivani Devi | ITposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoaurens
' Amit K -
j ] umar /,LN\'_,/
Reprint Date / Reprint Date / Reprint Date / ¥
Hata: 17.07.2023 Jara: 17.07.2023 Hara: 17.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, 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 : +91 98166 56001-02

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykT: Keropon® Dkcnpecc (keToposak) TabneTky, AUCIEprupyeMble B moiocTu pra, 10 mr

Batch No / : V2301305 Batch Quantity / : 3600000 tab /
Cepus Ne O61em cepun 3600000 Tab
Analytical Report No / : 890001674924 Date of Analysis / : 17.07.2023
Ananurndeckuii oTyer Ne Jara anajusa

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jara npoH3BOACTBA I'open go

Analysis performed according ND / Anaius nposeaen no HJ/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenune Nel or

27.12.2021, uzmenenue No2 or 11.11.2022)

Page 6 of 8/ Ctp. 6 n3 8

11 | Microbial enumeration tests / Mukpo6Hojioruyeckast Y4ucTora™

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1uee 4ucio He 6onee 1000 KOE/r
a’pOOHBIX MHKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obmee He 6onee 100 KOE/r
YUCJIO JPOXOKEBBIX U
TUIECHEBBIX IPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBHEe B 1 T
12 | Uniformity of dosage units / 5.6 Acceptance value (AV) not more than
OOHOPOAHOCTH 15.0 / TlpuemouHoe 3Ha4YeHHe (AV) He
J03UPOBAHUS 6onee 15,0.
13 | Assay/KoandecTBeHHOe 9.9mg/9.9 mr From 90mg to 11.0mg of
onpeaeJieHue (98.8 %) CisH13NO3*CsH 1 (NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0 mMr  C1sH;3sNO3*C4H;1NOs
(xeToponaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3asBJIEHHOT'O KOIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0982 mg/tab / Not less than 0.042 mg/tab /
content / Coaep:xanue 0.0982 mr B TabneTke He menee 0,042 mr B TabneTke
Oy THIrNIPOKCHAHH3012

Remarks: The Product conforms to ND/
ITpumeuanue: [IponyKkT cooTBeTcTBYET TpeboBanuam HJT

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoarortoeneHo: Shivani Devi

Checked by /
[poeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurensb

Amit Kumar A i
e

(/
A7
Reprint Date /
Hara: 17.07.2023

Reprint Date /
Jara: 17.07.2023

Reprint Date /1
Hata: 17.07.2023

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 Laboratories Ltd.

(. I
t/ ‘.. Formulation Unit-6
Dr' Reddy ) L Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Ketopon® Dkcrnpecc (keToponak) TabJaeTku, AUCTIEPrHPYEMBbIE B IIONIOCTH PTa, 10 mr

Batch No / : V2301305 Batch Quantity / : 3600000 tab /
Cepust Ne Ob6bem cepuu 3600000 Tab
Analytical Report No / : 890001674924 Date of Analysis / : 17.07.2023
AnajJuTHyecKHi oTyer No JaTa ananusa

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JlaTa mpoH3BOACTBA I'open mo

Analysis performed according ND / Anasnn3s nposeaen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3smenenne Nel or

27.12.2021, nzmenenue Ne2 ot 11.11.2022)

Page 7 of 8/ Crp. 7 u3 8
15 | Package/ YnakoBka 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. / Ilo 10
information leaflet in a carton | Ta6netox B Gymcrepe u3z (ITA/AJI/IID ¢
pack. / Tlo 10 Tta6nerox B | Bnaromornotutenem/IIOBII) ¢oabru /
6nucrepe w3 (IMA/AJI/IID ¢ | (II3/AJI) donbru. Ilo 1 unu 2 6nucTepa
pnaronorinorutenem/I19BIT) C MHCTPYKUMEH 00 TNpPUMEHEHHIO B
donwru // (I13/AJT) doneru. ITo | mayky KapTOHHYIO.
2 6nucTepa ¢ HHCTpYKUMEH 1o

NPUMEHEHUIO B nayKy
KapTOHHYIO.

16 Labeling / MapkupoBka According to ND / B cootBercTBuu ¢ HJ|

17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bbiie 25 °C.

XpaHeHue

18 Shelf life / Cpok rogHocTH 2 years /2 roja

* 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 JEKAPCTBEHHOI0 NpenapaTa KOHTPONb KayecTBa 10 nokaszatesio «Mukpobuosnoruyeckas
YHCTOTA» MPOBOAMTCS AJs Kaxcaoii 20-o0it cepuu, HAH AJIA OAHOI CEpUM B rojl, B 3aBUCUMOCTH OT TOro0, 4TO

HACTYNUT paHbIIIE.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Hpumeuanue: IIpoaykT cootBeTcTBYET TpeboBanusam H]T 3axmouyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Moarotosneno: Shivani Devi | [Iposepeno: Pardeep Kumar | Omobpeno: Menemxkep / PykoBonuresns
7 ! Amit K N
}} ; | > umar f&’ -:f\,_:,, .

Reprint Date / Reprint Date / Repuint Date/
Jara: 17.07.2023 Hara: 17.07.2023 Hara: 17.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



‘... Dr. Reddy's Laboratories Ltd.

) o Formulation Unit-6

Dr' Red dy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxkt: Keropon™ Dkenpece (keToposak) TabneTku, AHCNEPrHPYEMbIE B IT0JI0CTH pTa, 10 mMr

Batch No / : V2301305 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepin 3600000 Tab
Analytical Report No / : 890001674924 Date of Analysis / : 17.07.2023
Anajurnyecknii oryer Ne Jarta ananusa

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JaTa npou3BoaCTBA T'onen no

Analysis performed according ND / Anann3s nposexen no H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 8 of 8/ C1p. 8 3 8

API name / HaumeHopanue A®C: Ketorolac tromethamine / KeToponaka
TPOMETaMHH

INN / MHH: Ketorolac / KeToponak

API manufacturer batch number /

Homep cepun npounssoautess ADC: ABQHGNDA

FP Manufacturer API Batch number /

Homep cepuu cy6cTaHuun npoussoautess LJID: FEQA00290

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

Ilpouseoaurens AP®C, cTpaHa: JI-p Pennu'c JTaGoparopuc JIta., MHaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IpoaykT cooTsetTcTBYeT TpeboBanusiv HJJ Baxsouenue: OJIOBPEHO
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