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

CEPTHOHKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponyxr: Keropon” Drenpecce (keToponak) TabieTky, AHCNEPrHpyeMbI€ B 0JI0CTH pra, 10 mr

Batch No / : V2302129 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001697356 Date of Analysis / : 31.10.2023
AHAINTHYECKHI 0TUeT Ne Jara ananunsa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jlara mpoH3BOACTBA I'onen xo

Analysis performed according ND / Ananns nposenen mo HJI:
JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel or
27.12.2021, nsmenenue Ne2 ot 11.11.2022)

Page 1 of 8/ Crp. 1 u3 8

No

Test / IToxa3zaTenanb
No

Results / Pe3ynbTaTsl

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnble, IUIOCKHME
TabneTku ¢ (ackoi, CBETIO-
XKENTOr0 1[BETa C I'PABUPOBKOM
«» Ha OZJHOM CTOPOHE.

Light yellow round flat beveled tablets
with "' debossed on one side. /
Kpyrnsie, mnockue Tabnerku ¢ Gackoi,
CBETJIO-XKEJITOrO L(BETa C IPaBHPOBKOI
«l» Ha OMHOM CTOpPOHE.

2 Identification / ITomIMHHOCTD

Ketorolac / Kemopoaak

a) Byuv/
V®-cnexkTpoGoTOMETpHS

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnexTpsl
[OTJIOIIEHHs HCIIBITYEMOTO pacTBOpa U
pacTBOopa  CTaHAapTHOro  obpasua
KETOpOJiaka TPOMETaMHHA  JOJIXKHBI
HAMETh MAKCUMYMBI IIPH OXHOM U TOM e
IUIMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
TMpumeyanue: [Iponykt cooTBeTcTBYeT Tpebosanuam HJ

Conclusion: APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
Iloarorosneno: Pardeep

Checked by /

Approved by: Manager/Executive /

Jlata: 31.10.2023

Tposepeno: Himesh Kumar | Ono6peno: Menemkep / PyxoBoaures
Kumar f c:*g/ __/~ Abhishek Chauhaik; \
Reprint Date / Reprint Date / Reprint Date / \

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: L85195AP1984PLC004507
www,drreddys.com



Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

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

vill. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHO®HUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxr: Keropon" Dkenpece (keropoiiak) TaGeTkH, HCIeprupyeMbie B moaocTy pra, 10 mr

Batch No / : V2302129 Batch Quantity / : 3600000 tab /
|Cepus Ne O6bem cepnu 3600000 Tab
Analytical Report No / : 890001697356 Date of Analysis / : 31.10.2023
AHATHTHYECKHI oTUeT Ne Jara agaagsa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JlaTa NpoH3BOACTBA Toxen ao

Analysis performed according ND / AHa;in3 NpoBe/ieH 1o HA:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, usamenenne Ne2 or 11.11.2022)

Page 2 of 8 /Crp. 2 u3 8

No

No Test / Iloxa3aTenb

Results / Pe3ynbTaThl

Specification / Hopma

b) By HPLC / BOXX

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 ynepXuUBaHHUA
OCHOBHOTO IUKa Ha XpoMaTorpaMme
WCTIBITYEMOTO  PacTBOpa  JAOJDKHO
COOTBETCTBOBATh BpEMEHH
yJIep)KMBaHMs OCHOBHOTO MHKa Ha
XpOMaTorpaMme pacTBopa
CTaHJApTHOTO KETOpOJIaka
TpoMeTaMHHa (pazmen
«KOJIIYECTBEHHOE ONPEICIIEHHEY).

obpasua

Remarks: The Product conforms to ND/

Ipmeyanne: [IposyKT coOTBETCTBYET TPEOOBAHNAM HJT

Conclusion: APPROVED /
3akarouenne: OJJOGPEHO

Jara: 31.10.2023

Jlarta: 31.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[MonrorosneHo: Pardeep IIposepeno;, Himesh Kumar | Onobpero: Mengmikep / PyxoBoaHTENb
Kumar f | Abhishek Chau! \

Reprint Date / Reprint Date / Reprint Date / \

Mara: 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




Se Dr. Reddy's Laboratories Ltd.
Dr. Reddy's ... Formulation Unit-6
" Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTH®UKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipogyrr: Keropon® Dkenpecc (keToponax) Tab/ieTku, AMCIEPrHPYEMEIC B [I0JI0CTH pra, 10 mr

Batch No / : V2302129 Batch Quantity / : 3600000 tab /
Cepug Ne O0nem cepli 3600000 Tab
Analytical Report No / : 890001697356 Date of Analysis / : 31.10.2023
AHAnuTHYecKHni oTueT Ne JlaTa anajausa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JaTa npou3BOACTBA I'onen o

Analysis performed according ND / Axa/in3 npoBejes mo HA:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot
27.12.2021, usmenenue Ne2 or 11.11.2022)

Page3of 8 /Crp.3 m3 8

.1:.2 Test / [lokasaTenb Results / Pe3ynpTaThl Specification / Hopma
3 Identification Complies / CoOTBETCTBYET The retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoaIHHHOCTD butylhydroxyanisole peaks on the
Oy THATHAPOKCHAHHU30 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 yHepKUBaHHA
NUKOB  2-OyTHITHAPOKCHaHH30a |
3-0yTHITHAPOKCHAHHU30JIa Ha
XpOMaTorpamMmMe HCIBITYEMOTO
pacTBOpa MOJDKHBI COOTBETCTBOBATH
BpEMEHaM  YIEPXMBaHWI  ITMKOB
2-6yTUITHAPOKCHAHM30IA "
3-6y THITHAPOKCHAHHM30JIA Ha
XpOMAaTOTpaMMe pactBopa
CTaHAAPTHOTO obpasna
6yTHITHIPOKCUAHH30T1a (pazmen
«CognepxaHue
6YTHITHAPOKCHAHU30JIa»).
4 Average weight / Cpeausis 69.4 mg / 69.4 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Macca Ot 67,2 mr o 72,8 mMr (70,0 Mr 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanne: ITpogyKT COOTBETCTBYET TpeGoBanuam HJI Baxmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Pardeep TIposepeno; Himesh Kumar | Oxo6peno: Mene / PykoBOoAUTETIb
Kumar [r QJII, ~—~ | Abhishek Chauhalr];K’ \
< s 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 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www,drreddvs,com



Dr. Reddy's Laboratories Ltd.

o
Dr- REddY’S ‘_... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
) Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon™ Dkcnpecc (keToponak) Tabnetky, AHCMNEPrupyemple B MOIOCTH pta, 10 Mr

Batch No / : V2302129 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001697356 Date of Analysis / : 31.10.2023
AnATHTHYECKHH oTder Ne Jara anajuza

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JlaTa HpOM3BOACTBA T'oneH 10

Analysis performed according ND / Ananu3 npoBeiex no HA:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3amenenne Nel or

27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page 4 of 8/ Ctp. 4 u3 8

i.g Test / [lokazaTe/b Results / PezynsTaTs! Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than + 10 %
OIHOPOAHOCTHL MACCHI 2/20 tablets - not more than = 20 % /

18/20 Tabnerox — He Gomee + 10 %
2/20 Tabnetok — He Gonee = 20 %
5 Disintegration time / 00 min 23 sec / 00 muH 23 cex Not more than 3 min / He Gonee 3 Mmun
PacnanaemMocTb
6 Dissolution / PacTBopenue Unit-1/ Ta6a-1 101% Not less than 75% (Q) of
. C15H13NO3°C4H(NO; (ketorolac
Unit-2 / Tabn-2 101% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 101% 75% (Q)  CisHisNOs*CsHiiNO;3
i . (keToponaka — TPOMETaMHH)  4epe3
Unit-4 / Tabn-4 101% 15 MuH
Unit-5 / Tabn-5 98%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JlncrnepcHOCTh 710 pm sieve is formed. / O6pasyeTrcs
OIHOpOIHAs CYCTeH3us, MpOXoasIluas
CKBO3b CHTO C pa3MepoM OTBEPCTHH
\_ 710 MKM.

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

[Mpumeuanne: [1poayKT COOTBETCTBYCT tpebosaHuam HII 3akmogenne: OJOBPEHO

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

[MonrorosneHo: Pardeep Tposepeno: Himesh Kumar | OnoGpeno: Menemigp / PyKOBOAUTEND

Kumar Q‘f/ ~——. | Abhishek Chauhan | \

Reprint Date / Reprint Date / Reprint Date /

Jlata: 31.10.2023 JlaTa: 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: L85195AP1384PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@o
DI". Reddy,s ‘.... Formulation Unit-6

vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHUKAT AHAJIM3A www.drreddys.com

Protuct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ip OnykT: Keropon™ Dkcnpece (keToposnak) TabneTkH, AUCIEPrupyembie B nonocty pra, 10 Mr

Batch No / 1 V2302129 Batch Quantity / : 3600000 tab /
|Cepust No O6beM cepun 3600000 Tab
Analytical Report No / : 890001697356 Date of Analysis / : 31.10.2023
AHAlgTHYeCKHHA oTueT Ne JlaTa aHAJIHM3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Ja¥a IpoM3BOICTBA T'onen no

Analysis performed according ND / Ananus npoBeaeH no HA:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page 5 of 8/ Crp. S n3 8

8 Related impurities / PogcTeenHbIe NDHMECH
ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He Gosnee 0,5 %
1-ruapoxcuaHanor Huxe npenena oGHapyskenus (110 =
KEeTOpoJiaka 0.0010%)
ketorolac 1-keto analog/ 0.03 % Not more than 0.8 % / He Gonee 0,8 %
1-keToaHaor KeTopojaKka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eIMHAY Hast
HenJeHTHGULPOBaHHAA
NpUMECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMa npuMecei
9 Water / Boaa 29% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTo4Hbl€ OPraHUY4eCKHE PACTBOPUTEIH
Isopropyl alcohol / 4 pg/tab / Not more than 350 pg/tab /
H3onpomnaHo 4 MKr B TabJieTKe He Gonee 350 Mkr B TabneTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Ipumeuanue: [TpoOyKT COOTBETCTBYET tpebosannsm HJI 3axaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrorosnexno: Pardeep TMposepeno; Himesh Kumar | Onobpeo: Menékep / Pykosoauresib
Kumar (f = L | Abhishek Chauha
AN
Reprint Date / Reprint Date / Reprint Date / ‘
Jara: 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 ":'.

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

CEPTH®UKAT AHAJIA3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxyxr: Ketopon” Skcnpece (keroponak) TabieTkH, HCHepPrup

yeMBle B TI0JIOCTH PTa, 10 mr

Batch No / : V2302129 Batch Quantity / : 3600000 tab /
| Cepua Ne O6nem cepun 3600000 Tab
Analytical Report No / : 890001697356 Date of Analysis / : 31.10.2023
AHATATHYECKHI oTyeT Ne Jara ananusa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JlaTa IpoM3BOACTBA T'onen go

Analysis performed according ND / Anajiu3 npoBeJies 1o HA:
JI11-004929-011119 (amend Nel from 27.12.2021, amend Ne
27.12.2021, namenenne Ne2 ot 11.11.2022)

2 from 11.11.2022 / uamenenune Nel or

Page 6 of 8 / Crp. 6 u3 8

11 | Microbial enumeration tests / MuKpoGuoorHyecKas yucrora*
a) Total Aerobic Microbial Not more than 1000 CFU/g/
Count / Ob1iee 9ucIo NA He 6onee 1000 KOE/r
a’poOHBIX MUKpPO-
OpraHu3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O6Liee NA He 6onee 100 KOE/r
YHCJIO APOAOKEBBIX U
[UIECHEBBIX IPUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcytcTBUe B 1 T
12 | Uniformity of dosage units / 3.7 Acceptance value (AV) not more than
OaHOpPOAHOCTH 15.0 / Ilpuemouroe 3HaueHue (AV) He
JAO3UPOBAHUSA Goee 15,0.
13 | Assay/KoauyecTrseHHOe 9.8 mg/9.8 Mr From 9.0mg to 11.0mg of
ompegeJieHNe (97.7 %) C15sH13NO3+*C4H11NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
a0 11,0 MI C15H13NO3‘C4H11N03
(xetoponaka TpomeTamus) (o1 90,0 10
110,0 % OT 3aABJIEHHOTO KOJMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0977 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0977 mr B Tabnerke He menee 0,042 mr B TableTKe
Gy TUIrHAPOKCHAHN30J1A
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeyanne: [IpoaykT cOOTBETCTBYET tpedosanuam HII Baxaouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrotosneHo: Pardeep Tposepeno: Himesh Kumar | OnoGpero: Menenkep / PykoBOAMTEIH
Kumar ., | Abhishek Chauhan \ \
P \ e
Reprint Date / Reprint Date / Reprint Date / '
Jlata: 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: L85195AP1984PLCO04507

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

CEPTH®UKAT AHAJIH3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoxyRT: Keropon” Dkcnpece (keToposiak) TabaeTku,

AHMCIEPrupyeMbl€ B IIOJIOCTH PTa, 10 mr

Batch No / : V2302129 Batch Quantity / : 3600000 tab /
|Cepust Ne O6Bem cepun 3600000 Tab
Analytical Report No / : 890001697356 Date of Analysis / : 31.10.2023
AHanuTHyeckmii oTder Ne JlaTa aHAIH32

Date of Manufacture / : 10-2023 Date of Expiry / + 09-2025
JlaTa NpOK3BOACTBA TI'omen no

Analysis performed according ND / Anajiu3 npoBeJeH 1o HA:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend
27.12.2021, usmenenne Ne2 or 11.11.2022)

No2 from 11.11.2022 / m3menenne Nel or

Page 7 of 8/ Crp. 7 u3 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. / Tlo 10 Tabnerok B
omucrepe w3 ([TA/AJV/IID ¢
pnarororiaotureaem/[12BIT)
domnsru // (II1D/AJT) donbru. Ilo
2 6rnMcTepa ¢ HHCTPYKLMEH 10
TPUMEHEHUIO 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 u3 (ITA/AJVIID ¢
snaronornorurenem/II3BII) donbru /
(IT3/AJT) donbru. Tlo 1 wim 2 Gnuctepa
¢ UHCTpyKUHE#l 10 TNPUMEHSHUIO B
Ma4Ky KapTOHHYIO.

16 | Labeling / MapkupoBKa

According to ND / B cootercteuu ¢ HJI

17 | Storage conditions /
XpaHeHue

Below 25 °C. / ITpu Temnepartype He Bbiue 25 °C.

18 | Shelf life / Cpox rogHocTH

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 BHINYCKE JIEKAPCTBEHHOT 0 Mpenapara KoH
YHCTOTA» TPOBOAUTCS ANS Kax10# 20-0ii cepuu,

HACTYNHUT paHbUIC.

TPOJIb KauecTBa Mo MoKa3aTeJio «MHKpOGHOHOFH‘leCKaﬂ
WJIK 151 OAHOH cepuu B roj, B 3aBHCHMOCTH OT TOrQ, YTO

Remarks: The Product conforms to ND/
[pumeyanne: [poayKT cOOTBETCTBYET tpeGopanuam HII

Conclusion: APPROVED /
Baxmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarotosneHo: Pardeep osepenp: Himesh Kumar Onobpeno: Menejukep / PykoBoguresis
Kumar : ' i 7~ | Abhishek ChauhaLf___ \

Reprint Date / Reprint Date / Reprint Date /

Jara: 31.10.2023 Jlara: 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: L85195AP1984PLCO04507
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

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpece (keToposak) TabneTky, AUCTIEprHpyeMBbIe B ONOCTH pTa, 10 Mr

Batch No / : V2302129 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepHH 3600000 Tab
Analytical Report No / : 890001697356 Date of Analysis / : 31.10.2023
AHanuTHYecKHi oT9eT No JaTta anaausa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JdaTa npou3BoacTBa T'open no

Analysis performed according ND / Ananu3s nposeaen no HJL:

JII-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11.11.2022 / u3amenenne Nel ot

27.12.2021, n3menenue Ne2 ot 11.11.2022)

Page 8 of 8 /Crp. 8 u3 8

API name / Haumenosanue APC:

Ketorolac tromethamine / Ketoposaka

Homep cepuu cy6cTanuum npoussoaurtens IJIP:

TPOMETaMHH
INN / MHH: Ketorolac / KeToponak
API manufacturer batch number /
Homep cepun npousBoauteiss ADC: ABQEHC03E7
FP Manufacturer API Batch number / FEQA00494

API Manufactured by & country /
IpousBoautenb AD®C, crpaHa:

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

Remarks: The Product conforms to ND/
ITpumeuanue: Ilpoaykt coorsercTByeT Tpebosanusm HJL

Conclusion: APPROVED /
3aximuenue: OJJOBPEHO

Prepared by / Checked by /
IToarororneno: Pardeep

Kumar E

IMpoeepeno: Himesh Kumar
S -

Approved by: Manager/Executive /

Onobpeno: Mene’;@sonmenb
Abhishek Chauhat
e \

Reprint Date /
Jara: 31.10.2023

Reprint Date /
Hara: 31.10.2023

Reprint Date /
Jlata: 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



