Dr.Reddy’s Q;"

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIA3A

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
Hponyxr: Keropon™ Sxenpece (keToposnak) TabneTky, fcneprapyemsie B 0JI0CTH pTa, 10 Mr

Batch No / : V2302044 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepHH 3600000 Tab
Analytical Report No/ : 890001694825 Date of Analysis / : 19.10.2023
AHaJaHTHYecKHmii oTyer Ne JaTa anajiusa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara npoH3BoACTBA T'ozen no

Analysis performed according ND / Ananu3 nposeaen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ usmenenue Nel ot
27.12.2021, uzmenenue No2 or 11.11.2022)

Page1of 8§/ Cyp. 1 u3 8

No

Test / Moka3aTenb
Ne

Results / Pe3ynsTathl

Specification / Hopma

1 Description / Onncarue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnsle, mnockie
TabneTku ¢ Qackoi, cCBemIO-
XEeNToro LBeTa C IPaBUMPOBKOM
«I» Ha ONMHO#H CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrisie, nnockue TabneTku ¢ dpackoii,
CBETJIO-XENTOro 1iBeTa ¢ IPaBUPOBKOM
«l» HA OTHOM CTOPOHE.

2 Identification /

ToAnnHHOCTE

Ketorolac / Kemoponaxk

a) Byuv/

YO-cnekTpodoToMeTpUs

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpsl
NOrJonieHus UCIBITYEMOTO pacTBopa U
pacTBopa  cTaHjapTHoro  obpasna
KETOpOJaka TPOMETaMHHA  HOJDKHBI
HMMETh MAKCHMYMBI NPU OHOMU M TOH e
JUldHe BONHEL (£ 2 HM).

Remarks: The Product conforms to ND/
TITpumeuanue: IlponykT cooTBeTcTBYeT Tpebobanuam HJL

Conclusion: APPROVED /
Zaknwyende: OAOBPEHO

Prepared by /
Moxproroeneno: Ankaj Verma

2

Checked by /
Ilpoeepeno: Santosh Kumar

Maurya (&'@,

Approved by: Manager/Executive /

Onobpeno: Meremkep / Pykosoaurens

Manoj Kumar

x’ﬁt/

Reprint Date /
Hara: 19.10.2023

Reprint Date /
Hara: 19.10.2023

Reprint Date /
Jara: 19.10.2023

Registered Office: B-7-337, Rnad Nn. 3, Ranjara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 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, Khal, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTH®HKAT AHAJIA3A

Tel : 491 98166 56001-02

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkenpece (keToponak) TabieTku, AMCHIEPTHPYEMbIE B [TOTIOCTH PTa, 10 Mr

Batch No / 1 V2302044 Batch Quantity / : 3600000 tab /
Cepust Ne OGBem cepuu 3600000 Tab
Analytical Report No / : 890001694825 Date of Analysis / : 19.10.2023
AHannTHYecKHH oTyer No JaTa aHaan3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTa NpoOH3BOACTBA T'ogen go

Analysis performed according ND / Ananns npopeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, usmenenune Ne2 ot 11.11.2022)

Page 2 of 8/ C1p. 2 u3 8

No

Test / IloxasaTens
Ne

Results / PeaynsTatsl

Specification / Hopma

b) By HPLC / BDXX

Complies / CooTBeTCTBYET

The retention time of thc main peak on
the chromatogram of test solution
should correspond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / BpeMs yHepXHBaHWS
OCHOBHOIO MMKa Ha XpOMaroIpaMme
HCIILITYEMOTO ~ PacTBOpa  JOJDKHO
COOTBETCTEOBATD BpEMeHH
YAEPKUBAHUA OCHOBHOTO IIHKAa Ha
XpoMaTorpamme pacTBopa
CTaHAAPTHOTO KEeTOpOJiaka
TpPOMeTaMHHa (paznen
«KOJHYECTBEHHOE ONPENESIICHUE).

obpasua

Remarks: The Product conforms to ND/
[Ipumenanue: ITpoaykT cooTeeTcTBYeT Tpebobanuam HIT

Conclusion: APPROVED /
3akawdenne: OJJOBPEHO

Prepared by /
INoaroropneno: Ankaj Verma

A

Checked by /
IIpoBepeno: Santosh Kumar

Maurya @/
—al

Approved by: Manager/Executive /
Onotpeno: Menemxep / Pykopoaurens

Manoj Kumar : i

Reprint Date /
Jara: 19.10.2023

Reprint Date /
Jara: 19.10.2023

Reprint Date /
Hara: 15.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85155AP1984PLC004507

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, IND{A

CERTIFICATE OF ANALYSIS
: Tel : 491 98166 56001-02
CEPTHOUKAT AHAJIN3A BT

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykr: Keropon™® Oxcmpece (keToponak) TabaeTku, AUCIEPrupyeMsie B MIOJIOCTH pTa, 10 mMr

Batch No / : V2302044 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 tab
Analytical Report No / : 890001694825 Date of Analysis / : 19.10.2023
AHaIMTHYECKHH 0TYeT Ne JaTa anannsa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JlaTa mpou3BoJCTBA T'onen no '

Analysis performed according ND / Aranuns nposeged nmo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3merenne Nel ot

27.12.2021, namenenne Ne2 or 11.11.2022)

Page3 of8/Crp.3u3 8

ioo Test / IloxazaTensb Results / Pe3ynbTaTsl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoaMHHOCTL butylhydroxyanisole peaks on the
Gy THATHAPOKCHAHH3O0J 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 yHEpXHBAHHA
NMKOB  2-GYTUATMAPOKCHAHM30NIA U
3-6yTHNrUAPOKCHAHH30NA Ha
XpOMAaTOrpaMme HCIIBITYEMOTO
pacTBOpa HOIDKHEI COOTBETCTBOBATE
BpeMeHaM  YINEpXKHBaHMA  IIHMKOB
2-6yTHITHIPOKCHAHU30/1a U
3-6yTHWIrHAPOKCHAHU30]Ia Ha
XpOMATOrpamme pacTeopa
CTaHIapTHOTO obpazua
6YTHITHAPOKCHAHK3071a (pazmen
«Copepxanue
6YTUITHIPOKCHAHH3071a).
4 Average weight / Cpeanss 69.3 mg/ 69.3 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Maccea Ot 67,2 Mr mo 72,8 mr (70,0 MT £ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeyanne: [Iponykt cootBeTcTBYET Tpebosanusam HJI 3axsouyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Ankaj Verma | IIposepeno: Santosh Kumar | Ono6penHo: Menenxep / Pykosoaurens
) Maurya @, Manoj Kumar z (]
Cf I n - - }T}‘J E_tj:_..f
Reprint Date / Reprint Date / Reprint Date /
Hara: 19.10.2023 Hara: 19.10.2023 JHara: 19.10.2023

Kegistered Uttice: 8-2-33/, Road Na. 3, Banjara Hills, Hyderabad - bUUU34, lelangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ‘,‘:'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Farmulation 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™ Oxcnpece (keroposnak) TabreTky, Ancnepripyemsie B oja0CTy pra, 10 mr

Batch No / 1 V2302044 Batch Quantity / : 3600000 tab /
Cepusn Ne O6beM cepHH 3600000 Tab
Analytical Report No / : 890001694825 Date of Analysis / : 19.10.2023
AHaTHTHYECKHI oTyeT N2 JlaTa aHanu3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jlara NpoM3IBOJACTBA Topen o

Analysis performed according ND / Anayius nposenen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 4 of 8§/ C1p. 4 n3 8
2.:’ Test / [TokasaTeb Results / PezynbTaTs! Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than + 10 %
OxHOPOAHOCTH MACCHI 2/20 tablets - not more than + 20 % /
18/20 Tabnerok — He Gonee + 10 %
2/20 Tabnetox — He Gontee + 20 %
5 Disintegration time / 00 min 19 sec / 00 muH 19 cek Not more than 3 min / He 6onee 3 MyH
Pacnagaemocte
6 Dissolution / PacTeopenue Unit-1/ Tabx-1 101% Not less than 75% (Q) of
. CsH13NO3+C4H; (NOs (ketorolac
Unit-2 / Tabn-2 100% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 98% 5% (Q  CisHisNOs*CHuNO;s
. B (keToponaka  TPOMETAMMH)  depes
Unit-4 / Tabn-4 99% 15 mus
Unit-5 / Tabna-5 99%
Unit-6 / Tabn-6 98%
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
HducnepcHocTh 710 pm sieve is formed. / Obpa3zyerca
ONHOpPOAHAS CYCNEH3HA, MNpOXoaswas
CKBO3b CHTO C pPa3MEpOM OTBEPCTUH
710 MKM.

Remarks: The Product conforms

IMpumeuanue: [IpoaykT cooTBeTCTRYET Tpebosannam HJI

to ND/

Conclusion: APPROVED /
3axarwuyenne: OJIOBPEHO

Prepared by /
IMoproroeneHo: Ankaj Verma

A

Checked by /
[posepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyxosoantens
Manoj Kumar

Reprint Date /
Hara: 19.10.2023

Maurya @i
Reprint Date /

Jlarta: 19.10.2023

Reprint Date /
JHara: 19.10.2023

Rogistered 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 €3¢

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Ketopon™ Drenpece (ketoponak) TabneTii, AMCHCPritpyEMbIC B MONOCTH P&, 10 mMr

Batch No / 1 V2302044 Batch Quantity / : 3600000 tab /
Cepusa Ne O6nem cepin 3600000 T26
Analytical Report No / : 890001694825 Date of Analysis / : 19.10.2023
AxandTHYeCKHH oTyeT Ne Jara ananusa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTa npousBoACTBA Tomen no

Analysis performed according ND / Anasnuns nposenen oo H/L:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ usmenenne Nel ot

27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page50f8/Crp.Su3z 8

8 Related impurities / Poacreennble npumecd

ketorolac 1-hydroxy analog /
I-ruapoxcuananor
KeTopoNaka

ketorolac 1-keto analog/
[-KeToaHaIOT KETOpONaka

Below LOD (LOD =0.0010 %) /
Huxe npeznena obnapyxenus (I10 =
0.0010%)

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

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

0.03%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eUHHYHAs
HeUIEeHTH(HLIMPOBaHHAA 0.01 %
MPUMECh
Total impurities / 0.0469 % Not more than 1.0 % / He 6onee 1,0 %
CyMMa npumMecei
9 Water / Boaa 2.7% Not more than 7.0% w/w /

He 6oxnee 7,0 %

10 | Residual solvents by GC/ OcTaTouHbIe OPraHH4YeCKHE PACTBOPUTEH

Isopropyl alcohol /
Hzonponadon

07 pgltab/
07 Mkr B Tabnerke

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

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

[Ipumeuanue: [IpoAYKT COOTBETCTBYET TpeboBanmam HJJ Zaxaouenne: OJJOBPEHO

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

Toarorosneso: Ankaj Verma | Ilposepero: Santosh Kumar | Omobpeno: Meremxep / PykoBomutens
Maurya Manoj Kumar

A~

o~

=

Dy —‘-‘-—-/

Reprint Date /
Jara: 19.10.2023

Reprint Date /
Jara: 19.10.2023

Reprint Date /
Hara: 19.10.2023

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

CIN: L85135AP1584PLC004507
www.drreddys.com




Dr.Reddy’s ‘;.'.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIA3A

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
Ilponykr: Ketopon® Dkcrpece (keToposak) TabNeTkH, AUCIEPrHPyEMbIC B IONOCTI PTA, 10 Mr

Batch No/ : V2302044 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001694825 Date of Analysis / : 19.10.2023
AHaJIHTHYECKHA oTUeT No Jlara aHaau3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTa npoH3BOACTBA Toaen no

Analysis performed according ND / Ananus nposeaex no H/L:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel ot

27.12.2021, m3menenne Ne2 or 11.11.2022)

Page 6 of 8/ C1p. 6 m3 8

11 | Microbial enumeration tests / MukpoGHosiorn4eckas 4yucrora*®
a) Total Aerobic Microbial Not miore than 1000 CFU/g /
Count / O61iee yucno NA He 6onee 1000 KOE/r
a3pOo6HBIX MHKPO-
OpTaHU3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O6uee NA He 6onee 100 KOE/r
YHCIIO APOXIKERBIX U
TUIECHEBBIX TPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBHeB 1 T
12 | Uniformity of dosage units / 3.9 Acceptance value (AV) not more than
OaHopoaHOCTh 15.0 / TipuemouHoe 3Hauenue (AV) He
[I03MPOBAHHSA 6onee 15,0.
13 | Assay/KoanvecrBeHHOe 9.8 mg/9.8 Mr From 90mg to 11.0mg of
onpeaesieHue (98.1 %) CisH1aNO3+C4H 1 NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
A0 1 1,0 Mr C|5H13N03‘C4H11N03
(xeToponaxa Tpomeramur) (ot 90,0 mo
110,0 % oT 3a9BJIEHHOr0 KOJIHYECTRA) B
TabneTke

Remarks: The Product conforms to ND/
I[Ipumeuanne: TIponykT cootBeTcTBYET TpeboBamam HJT

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
Ioaroropneno: Ankaj Verma

Checked by / ,
ITpoeepeno: Santosh Kumar

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

Manoj Kumar -

2
(i
Reprint Date /

Jara: 19.10.2023

Maurya ;&,
A
Reprint Date /

Hara: 19.10.2023

Reprint Date /
Harta: 19.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4300 2S00, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: L85195AP1984PLC0O04507

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 : 491 98166 56001-02
CEPTHOHKAT AHAJTH3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponykr: Keropon™ Dkenpece (keroposiak) TaGACTKI, AHCNEPTHPYEMbIC B TIONOCTH P14, 10 Mr

Batch No / : V2302044 Batch Quantity / : 3600000 tab /
Cepust Ne O6bem cepHu 3600000 Tab
Analytical Report No / : 890001694825 Date of Analysis / : 19.10.2023
AnanuTHYeckuii oTuer Ne Jlara anajn3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTa npoH3BOACTBA I'oxen 10

Analysis performed according ND / Anaans nposenen no HJI:

27.12.2021, namenenne No2 or 11.11.2022)

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel ot

Page 70f8/Crp. 7 n3 8

pack. / Ilo 10 TtabneTok
6nucrepe w3z (TA/AJVIIS
snaronornorurenem/I15BII)

14 | Butylhydroxyanisole 0.0946 mg/tab / Not less than 0.042 mg/tab /
content / ConepxaHue 0.0946 mr B TafneTke He menee 0,042 mr B Tabnetke
OyTHArMAPOKCHAHN30JIA
15 | Package/ Ynakoepka 10 tablets in a blister of | 10 tabletsina 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. / Ilo 10
information leaflet in a carton | Tabnerok B 6mucTepe u3 (ITA/AJIIIS ¢

8 | snaronormorutenem/I19BII) ¢omeru //
¢ | (II3/AJI) ponsru. ITo 1 unu 2 6ucTepa
¢ MHCTpYKUMeH Do INPHMEHeHAIO B

donsru // (T15/AJT) donbru. Mo | mnatuxy KapTOHHYIO.
2 6nuctepa ¢ HHCTPYKUMEH MO

XpaHeHne

TIPAMEHEHUIO B nayky
KapTOHHYIO.

16 | Labeling / MapknpoBka According to ND / B coorserctaus ¢ H]

17 | Storage conditions/ Below 25 °C. / IIpu Temnepatype He Boite 25 °C,

18 | Shelf life / Cpox roagHocTH 2 years / 2 rona

each 20th batch, or for one batch in a year whichever is earlier.

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for

* YIpH BbINYCKe JIEKAPCTBEHHOIO MPENapaTa KOMTPOJIL KA4ECTBA N0 NOKa3aTe/io «Mukpo6uosIoruyecKast
YHCTOTA» MPOBOAMTCS ANst KaxaoH 20-0if cepHH, HIH 1A OIHOM CepHH B roji, B 3aBHCHMOCTH OT TOTO, UTO

HACTYNIHT PAHbIUE.

Remarks: The Product conforms to ND/
IMpumeuanwe: [Tpoaykr coorBercTryeT Tpebosariay HIL

Conclusion: APPROVED /
3axmwuenne: OJOBPEHO

Prepared by / Checked by /
[oxarotoeneno: Ankaj Verma | Ilpoeepero: Santosh Kumar

ﬁ/ ) Maurya @,\/

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

Manoj Kumar o _
h}q‘l I'_(- Lr =

Reprint Date / Reprint Date /
Jata: 19.10.2023 Jara: 19.10.2023

Reprint Date /
Jara: 19.10.2023

Registerer Office: R-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mzil@drreddys.com
CIN: L8S195AP1984PLC0O04507

www.drreddys.com




_ ‘ ‘.o - Dr. Reddy's Laboratories Ltd.
Y » Formulation Unit-6
Dr. Reddy S » Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

3 s Tel : +91 98166 56001-02
CEPTUDHKAT AHAJIM3A R

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Keropon™® 3kenpecce (keroponak) TabneTki, AUCHEPrupyemsic B noaocTH pra, 10 mr

Batch No / : V2302044 Batch Quantity / : 3600000 tab /
Cepua Ne Obbem cepiin 3600000 Ta6
Analytical Report No / : 890001694825 Date of Analysis / : 19.10.2023
AHaJATHYEeCKHi oT4eT Ne JlaTa aHaau3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JarTa npon3BoACTBA T'onen xo

Analysis performed according ND / Auanu3 nposenen no HJL:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page8 of 8/ Cp. 8 m3 8
API name / Hanmenoranune ADC: Ketorolac tromethamine / KeToponaxa
TPOMETAMHMH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number /

Howmep cepun npousBoautens AQC: LI

FP Manufacturer API Batch number /

Homep cepru cyGcTaHunu npoussoauTen IJIP: ERUos

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

Iponssoanrens APC, cTpana: I-p Pequm'c JlaGopatopuc JITa., Muaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: IIponykr coorseTcTBYeT Tpeboannsm HI 3akmoucaue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[onrororneno: Ankaj Verma | IMposepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykooauresns
) Maurya Manoj Kumar 3 it
ﬂ/ Q- bdad

Reprint Date / Reprint Date / Reprint Date /
JHara: 19.10.2023 Jara: 19.10.2023 Hara: 19.10.2023
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