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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg i drteddys.com
ITpoayxr: Ketopon™ Dkenpece (KeToponak) TabNeTku, AUCIEprupyemble B f'iuJi'Utﬁ'i-l'pTX, 8 r
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Batch No / : V2200020 Batch Quantity / : 252.000 KG

Cepus Ne

OobeM cepuu

Analytical Report No / : 890001567601 Date of Analysis / : 14.01.2022

AHanuTHYECKHi oTyeT Ne

JaTta aHaJH3a

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023

}_IaTa IIPpOU3BOACTBA

Tonen no

Analysis performed according ND / Ananuz nposexen no HJI: JII1-004929-011119

Pagelof 6/Crp. 1u36

i}o Test / [IokazaTesnnb Results / PeayabTaThi Specification / Hopma
1 Description / Onucanune Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrnsie, mnockue Kpyrnsie, miockue Tabietku ¢ packoii,
TabneTku ¢ packoil, cBeTO- CBETJIO-)KENTOr0 LiBeTa ¢ paBUPOBKON
XKEeNTOro LIBETa C IPaBUPOBKOMA «|» Ha OHOIi CTOPOHE.
«l» Ha omHOI cTOpOHE.
2 Identification / [ToanuHHOCTH
Ketorolac / Kemoponak
a) ByuUv/ Complies / CooTBeTCTBYET UV spectra of the test solution and
Y®-cnexktpodoromeTpus ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / VY®-cniekTpsl
HODIOLICHHS MCMBITYEMOr0 pacTBoOpa U
pacTBopa  CTaHAapTHOro  obpasua
KETOpoJaka TPOMETAMHHA  HOJIXKHBI
AMETh MaKCUMYMBI [IPH OJHOH U TOH ke
IUTUHE BOJHHI (+ 2 HM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanue: IlpoaykT cooTBeTcTBYET Tpebopanmam HJJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Iloprorosneno: __ IIposepeHo: | Onobpeno: Menemwiep / Pykosonuresns
Ankit @ HimeshKl_lfnmrg,/f'—:‘ Pawan Kumar A
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Ipoaykr: Keropon™ Dkcnpece (keToponak) TabaeTku, AXCreprupyemMbie B NMoJaocTH pra, 10 mr
Batch No / : V2200020 Batch Quantity / : 252.000 KG
Cepus No Oo0bem cepnu

Analytical Report No / : 890001567601 Date of Analysis / : 14.01.2022
AHanuTHYecKHH oTyeT Ne Hata ananusa

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JaTta npon3BoacTaa I'open no

Analysis performed according ND / Anaan3 mpoBegen mo HJI: JII1-004929-011119
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1;.:) Test / [loka3zaTenb Results / Pe3ynbTaThi Specification / Hopma
b) By HPLC/BD2XX 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 ynepxuBaHus
OCHOBHOTO MHKa Ha XpoMaTorpaMme
UCIBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpeMeHH
YIOepXXUBAaHMS OCHOBHOI'O TUKa Ha
XpoMaTorpamMmme pacTBopa
CTaHZapTHOro ofpaslla KeTopoJsaka
TpOMeTaMMHa (pasnen
«KomuecTBeHHOE OTpeeTieHIe).
Remarks : The Product conforms to ND/ Conclusion ;: APPROVED /
Ilpumeuanue: [IpoaykT cootseTcTBYET TpeboBaHusM HJT 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: IIpoBepeHo: Onobpeno: Menemxkep / PykoBoaurens
Ankit é . HimeshKCung“&/’)’—j Pawan Kumar £
! . ", (—
Print Date / Print Date / Print Date / '
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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



@e
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUO®UKAT AHAJIU3A Distt. Soian, H.P., 173 205, INDIA
Tal: 01 92166 56001-002 ==

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg \yww.drreddys.com
Ipoayxr: Keropon" Dkenpecc (ketoponak) TableTKu, IUCTIEPrUpyeMbIE B M0J0CTH pTa, 10 Mr
Batch No / : V2200020 Batch Quantity / : 252.000 KG
Cepust Ne O0nem cepun
Analytical Report No / : 890001567601 Date of Analysis / : 14.01.2022
AHaTHTHYECKHHA oTueT Ne JlaTa anam3sa
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara mpousBoacTBa I'onen no
Analysis performed according ND / Ananu3 nposegen mo HJI: JII1-004929-011119

Page3 of 6/ C1p.3 13 6

No

Test / [Toka3zaTenanb
No

Results / PesyabTaThl

Specification / Hopma

3 Identification
Butylhydroxyanisole /
MoanunHOCTL

6yTHJer[lp0KCPlaHH30J1

Complies / CooTBeTCTBYET

The  retention  times of  2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
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 ynep>XVBaHHs
MUKOB  2-OyTHNTUAPOKCHAHH3ONA H
3-0yTHArHAPOKCHAHHU30IIA Ha
XpoMarorpamme UCTBITYEMOTO
pacTeopa JAONKHBI COOTBETCTBOBATH
BpeMeHaM yAEPAKUBAHUS MIUKOB
2-6y TUIrHAPOKCHAHU30Ma u
3-6yTUNrHPOKCHAHU30Ia Ha
XpOMaTOrpaMmme pacTBOpa
CTaHAAPTHOI'O obpasua
OYTHITUAPOKCHaHU30TIA (paznen
«CogepxaHue
OYTUITHIPOKCHAHU301a»).

Average weight / Cpenuss
Macca

70.2 mg/ 70.2 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 mr mo 72,8 mr (70,0 Mmr+ 4,0 %).

Uniformity of weight /
OaHOpOAHOCTHL MAacChl

Complies / CooTBeTcTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabneroxk — He Oonee + 10 %
2/20 Tabnerok — He 6ogee £ 20 %

Remarks : The Product conforms to ND/
ITpumeuanue: [poaykT cootrBeTcTBYET TpeboBanuam HJ[

Conclusion : APPROVED /
3axkarouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTorneHo:; IIpoeepeHno: OnobpeHo: Menemxep / PykoBoauresns
Ankit Lé- - Himesh W Pawan Kumar E)

Print Date / Print Date / Print Date / "

Hara: 14.01.2022 Hara: 14.01.2022 Hara: 14.01.2022
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Hpoaykt: Ketopon™ Drenpece (keToponak) TabieTkH, ANCIIEPrUpyeMble B M0J0CTH pTa, 10 Mr
Batch No / : V2200020 Batch Quantity / : 252.000 KG
Cepns Ne O0bem cepun

Analytical Report No / : 890001567601 Date of Analysis / : 14.01.2022
AHanuTHYecKHuil oTyer No JlaTa aHaH3a

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npouzBoacTBa Tooen oo

Analysis performed according ND / Auanns nposenen mo HJI: JIIT1-004929-011119

Page40f 6/ Crp.4u3 6

ig Test / MokazaTenb Results / PesyabTaThl Specification / Hopma
5 Disintegration time / 00 min 24 sec / 00 mun 24 cex Not more than 3 min / He 6onee 3 mun
Pacnapaemoctn
6 Dissolution / PacTBopenue Unit-1/ Tab6n-1 104% Not less than 75% (Q) of
. C15sH13NO3*C4H 1 NO3 (ketorolac
Unit-2 / Ta6n-2 1057 tromethamine) in 15 min / He MeHee
Unit-3 / Tabn-3 102% 75% Q)  CisHisNO3*CsH (NO;
) (xetoponaka  TPOMETaMHH)  4epes
Unit-4 / Ta61-4 105% | 15 pus
Unit-5 / Tabn-5 105%
Unit-6 / Tabn-6 105%
7 Fineness of Dispersion/ Complies / CooTBeTcTBYET A uniform suspension passing through a
HducnepcHocrb 710 pm sieve is formed. / O6pazyercs
OJHOPOMHAA CYCIEH3Ms, MPOXOISINas
CKBO3b CHTO C pa3MepoOM OTBEPCTHIA
710 MKM.
8 Related impurities / PoacTBeHHBIE NpuMecu
ketorolac 1-hydroxy analog / Below Limit of Detection (LOD Not more than 0.5 % / He 6onee 0,5 %
l-ruapokcuananor :0.0010%)
KeTopoJiaka
ketorolac 1-keto analog/ 0.05% Not more than 0.5 % / He 6onee 0,5 %
1-xeToaHaNor KeTopoaka
Any unidentified impurity / . Not more than 0.5 % / He 6onee 0,5 %
eMMHUYHASA B05%
HEUIEeHTUQUIIMPOBaHHAS
L NUMErs
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: IlpogykT cooTBercTByeT TpeGoBanuamM HJT 3axmouyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: IIpoeepeHo: Onobpeno: Menemxep / PykoBoauresnn
Ankit @ _ Himesh LW' Pawan Kumar
Print Date / Print Date / Print Date / ]
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: Ketopon" Dkcnpecc (keToponak) TadiaeTku, 1UCIeprupyembie B MOJ0CTH PT4, 1

Tei—+51 58166 56001=02
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Batch No / : V2200020 Batch Quantity / : 252.000 KG
Cepus Ne O0beM cepun
Analytical Report No / : 890001567601 Date of Analysis / : 14.01.2022

AHAJIHNTHYECKHI oTYeT No

JlaTa ananuza

Date of Manufacture / : Dec
Jarta npou3BoaACTBA

-2021 Date of Expiry / : Nov-2023
I'onen oo

Analysis performed according ND / Auanu3 nposeaen no HJL: JI[1-004929-011119

Page 50f 6/ Crp. 5u3 6

1;_2 Test / [loka3aTesnb Results / Pe3yabTathl Specification / Hopma
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumecei

9 Water / Bona 2.1% Not more than 7.0% w/w /

He 6onee 7,0 %

10 Residual solvents by GC/ Oct

aTO4YHbIE€ OpraHu4YecKue paCcTBOPHUTETH

Isopropyl alcohol /
H3onpornanon

3 ng/Tab Not more than 350 pg/tab /
He 6osiee 350 Mkr B TabneTke

11 Microbial enumeration tests /

Mukpo6uonoruyeckas YHeTOTa

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob11ee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
23pOoOHBIX MUKPO-
OpTaHHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Obuiee Menee 10 KOE/r He 6onee 100 KOE/r
YUCIIO NPOMKIKEBBIX U
MIIECHEBBIX IPHOOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCyTCTBYET OtcytctBue B 1 T
12 Uniformity of dosage units / 4.1 Acceptance value (AV) not more than
OOHOPOAHOCTH 15.0 / Tlpuemounoe 3HadeHue (AV) He
NO3UPOBAHMSA 6onee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanue: [Ipoxykt coorBercTBYeT TpeboBanuam HJI Zaxmodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroBneHo;— [IpoBepeHo: Ono6peno: Menemwkep / Pykopoauress
Ankit G{/ Himesh W Pawan Kumar !L
Print Date / Print Date / Print Date /
Jara: 14.01.2022 Jlata: 14.01.2022 Jara: 14.01.2022
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Ipoaykr: Keropon® Dkcnpecce (keToponak) TabneTku, iMcneprupyemble B NOJOCTH pTa, 10 Mr
Batch No / : V2200020 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepuu

Analytical Report No / : 890001567601 Date of Analysis / : 14.01.2022
AHAaJTMTHYECKHI oTueT No Mara ananusza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jarta npou3BoacTBa T'onen no

Analysis performed according ND / Anasau3 nposeaen no HJI: JII1-004929-011119

Page 6 0of 6/ Crp. 613 6

I;.g Test / [lokasaTenb Results / PezyabTaTsl Specification / Hopma
13 Assay / KonuuecTBeHHOe 9.9 mg/9.9 mr From 90mg to 11.0mg of
onpepejieHue (99.5 %) CisH13NO;+C4H | 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
page} 1 1,0 Mr C15H13NO3‘C4H1 1NO3
(xetoponaka tpomeramus) (ot 90,0 no
110,0 % oT 3asBNEHHOT0 KOJIMYECTBA) B
TabneTKe
14 | Butylhydroxyanisole 0.0977 mg/tab / Not less than 0.042 mg/tab /
content / ConepxaHne 0.0977 mr B TabieTke He menee 0,042 mr B TabneTke
6y THATHAPOKCHAHU30/1A
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. / Tlo 10
information leaflet in a carton | Tabnerox B Gmuctepe u3 (ITA/AJI/IID ¢
pack. / Tlo 10 Tabmerok B | Bnaronornorurenem/IIDBII) ¢onbru //
onucrepe u3 (IIA/AJI/TID ¢ | (IID/AJI) donsru. Io 1 wiu 2 Girctepa
Bnaronornoturenem/[12BIT) C MHCTPYKIHEH @0 NpPUMEHEHHUIO B
tosbru // (II3/AJ]) doneru. Ilo | mayky KapTOHHYIO.
2 6nucTepa ¢ MHCTpPYKLMel Mo
NPUMEHEHHIO B EEINY
KapTOHHYO.
16 | Labeling / MapkupoBka According to ND / B coorsercTBun ¢ HJJ,
17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Boie 25 °C.
XpaHeHue
18 | Shelf life / Cpok rognocru 2 years /2 roma

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusm HJT 3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo; — [IpoBepeno: | Onobpeno: Menemkep / Pykosoanrens
Ankit CL}/_ Himesh W}Pawan Kumar Q\_,

Print Date / Print Date / Print Date / !
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