Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |tq.
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDjA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIM3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Opogykr: Ketopon® Skenpece (keToponak) TabneTky, AMCHeprupyeMpie B MOJIOCTH P14, 10 Mr
Batch No / : V2300364 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O06BbeM cepHH 36,00,000 tab
Analytical Report No / : 890001648698 Date of Analysis / 07.03.2023
AnanuTudecKkHii oTyeT Ne Jara anaauza
Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
Jata npou3BOACTBA TI'open no
Analysis performed according ND / Ananus nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / u3amenenne Nel or 27.12.2021)

Pagelof 7/Crp. 1 m37

Results / PeayabTaThl

Specification / Hopma

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyribie, IDOCKUe
TabeTKH ¢ ($acKoil, CBETIIO-
JEJTOro LBETA C IPaBHPOBKOMA
«l» Ha ONHOU CTOPOHE.

Light yellow round flat beveled tablets
with "|' debossed on one side. /
Kpyrisle, miockue TabneTku ¢ $packoii,
CBETJIO-KENTOTO LBETA C IPaBUPOBKOH
«l» Ha OTHOM CTOpOHE.

B Test / IlokazaTesb
Ne
1 Description / Onncanue
2 Identification / IloaJIMHHOCTL

Ketorolac / Kemaopoiak

a) Byuv/
VY ®-cnekTpopoToMeETpHs

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 mm). / Y®-cnekrpsl
MOTJIONIEHHS HCIIBITYEMOTO pacTBOpa M
pacTBopa  cTaHmapTHoro  ofpasua
KeTOpoyiaka TpPOMETAMHHA  JIOJDKHBI
HAMETh MaKCHMYMBI [TPH OJHOH 1 TOH XKe
ITAHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeyanue: IIponyKT COOTBETCTBYET tpebosannam HJL 3axarodenne: OJOBPEHO
Pieputed by / Cliccked Ly / Approved by: Manager/Cxceutive /
[Moarotoeneno: Shivani Devi [IposepeHo: Ramakant Opno6peno: Menemxkep / PykoBoayTelib
[ %ﬂtk@t/ anoj Kumar {{.m
Reprint Date / Reprint Date 7 -' Reprint Date /
Hara: 07.03.2023 Jara: 07.03.2023 Jara: 07.03.2023
Ragistarad Qffice: 5-2-227, Road #o 2 adia

Tel: +51 40 42060 2505
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Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxyxr: Keropon™ Dkenpece (ketoponak) TaGeTky, AMCHEPrupyeMble B IOIOCTH PTd, 10 Mr

Batch No / : V2300364 Batch Quantity / : 36,00,000 tab/
|Cepust Ne O6nem cepau 36,00,000 Tab6
Analytical Report No / : 890001648698 Date of Analysis / 07.03.2023
AnanuTHueckui oTyer Ne Jara aHaju3a

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
Jara npou3BoAcTBA Tomen go

Analysis performed according ND / Ananns nposenen no HJI:

JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page2of 7/Crp. 2 m3 7

No

No Test / Iloxazarennb

Results / PesyabTaTs!

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 ynepXuBaHug
OCHOBHOIO IHKAa Ha XpoMmaTorpaMme
HCOBITYEMOIO  pacTBopa  JOJKHO
COOTBETCTBOBATH BpPEMEHU
YINEpXKUBaHHS OCHOBHOTO TMMHKA Ha
XpOMaTOTpaMMe pacTBOpa
CTaHAAPTHOTO KeTopoJlaka
TpOMEeTaMHHa (paznen
«KonndecTreHHOE ONpecIIeHye).

obpasua

Remarks: The Product conforms to ND/

INpumeyanue: [IponykT cootBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3akaouenne: OJIOGPEHO

Jara: 07.03.2023

JHara: 07.03.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Shiyani Devi [Ipoepeno: Ramakant OnobpeHo: Menemkep / PykosoauTens
ZT/ 2 1 -P- Manoj Kumar il
/ { .)L L h L
il
Reprint Date / Reprint Date/ Reprint Date /

Jata: 07.03.2023




Dr.Reddy’s ‘f.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [+,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaysxr: Ketopon™ xenpece (keToponak) TaGneTkH, AUCIEPrUpyeMble B ION0CTH pTa, 10 Mr

Batch No / : V2300364 Batch Quantity / : 36,00,000 tab /
Cepust Ne O0beM cepHH 36,00,000 Tab
Analytical Report No / : 890001648698 Date of Analysis / 07:03.2023
AHaJTHTHYECKH oT9eT Ne JlaTa ananusa

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
Jlata nponsBoacTBa T'oaen xo

Analysis performed according ND / Anann3 nposenen no H/L:
JI1-004929-011119 (amend Nel from 27.12.2021 / u3amenenune Nel ot 27.12.2021)

Page3 of 7/Crp. 3 ma 7

1;00 Test / [lokazaTeJib Results / Pe3y/ibTaThbl Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoanMHHOCTD butylhydroxyanisole peaks on the
OYTHATrHAPOKCHAHH30J 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 yaepXHUBaHUA
OHKOB 2-OYyTHITMAPOKCHAHU3ONA H
3-0yTUNrHAPOKCUAHH30TIA Ha
XpoMaTorpamme HCTIBLITYEMOTO
pacTBOpa HOJDKHBI COOTBETCTBOBATE
BpeEMeHaM yIEepKUBaHAS TIMKOB
2-6yTWIrHAPOKCHAHU3012 H
3-6yTHITUAPOKCHAHU301A Ha
XpoMaTorpamme pacTeepa
CTAHIAPTHOTO obpasua
OYTHITHIPOKCUAHH30JIa (pa3nen
«ConepxaHHe
OyTUATHAPOKCUAHU30JIAY).
4 Average weight / Cpequsis 69.3 mg/ 69.3 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot 67,2 Mr 10 72,8 mMr (70,0 Mr+4,0 %).

Remarks: The Product conforms to ND/
Ipumeuanue: [Iponykr cooTBeTcTBYeT TpeboBanusam HJ

Conclusion: APPROVED /
3axawuenne: OJJOBPEHO

Prepared by /
Ilogrorosneno: Shivani Devi

AT

Cliecked by /
IMpoBepeno: Ramakant

Appiroved by: Manager/Txecutive /
Onobpeno: Menemkep / Pykosogurens

Manoj Kumar \2725“/!'@
.

Reprint Date /
Harta: 07.03.2023

Reprint Date /
Hara: 07.03.2023

Reprint Date /
Jlara: 07.03.2023
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[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poayxr: Keropon® Oxenpecc (keToposak) TabieTku, AMCTIEPrupyembi€ B NOJIOCTH pTa, 10 mr

Batch No / : V2300364 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O6nLem cepun 36,00,000 Tab
Analytical Report No / : 890001648698 Date of Analysis / 07.03.2023
AHanuaTHueckuii oTyeT Ne JlaTa aHaM3a

Date of Manufacture / : Feb.2023 Date of Expiry / -« Jan:2025
Hara npoH3BOACTBA T'onen oo

Analysis performed according ND / Ananns nposenen no HJL:
JI1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page4of 7/Crp. 4u3 7

ioo Test / [lokasaTenn Results / Pe3ynbTaThl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than + 10 %
OOHOPOAHOCTE Macehl 2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He 6osee + 10 %
2/20 Tabnerox — He Gonee £ 20 %
5 Disintegration time / 19 sec /19 cek Not more than 3 min / He 6onee 3 Mun
PacnmagaeMocTb
6 Dissolution / PacTBopenue Unit-1/ Tabn-1 105 % Not less than 75% (Q) of
. C15sHj3NO3CsH | 1 NO3 (ketorolac
Wi § Lot A tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 104% 75% (Q)  CisHisNO3*CsHiNOs
] . (keToponaka ~ TPOMETaMUH)  Yepes
Unit-4 / Tabn-4 99 % 13 v
Unit-5 / Tabn-5 102%
Unit-6 / Tabn-6 102%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing ti)rough a
JucnepcHocTs 710 um sieve is formed. / O6pasyercs
OJHOPOAHAS CYCTEH3Ms, MPOXOLsIas
CKBO3b CHTO C pa3sMepOM OTBEPCTHH
710 MxMm.

Remarks: The Product conforms to ND/
IMpumeuanue: [IpoaykT cootBeTcTBYeT TpeboBanusm HIL

Conclusion: APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by /
INoproroeneno: Shivani Devi

T’

Checked by /
[posepeno: Ramakant

;
@ 1 -r)//

Approved by: Manager/Executive /

Ono6peno: Menemkep / PykoroauTelfb
Manoj Kumar \Qﬂ?’

Reprint Date /
Jara: 07.03.2023

Reprint Date /
Hara: 07.03.2023

Reprint Date /
Jara: 07.03.2023
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’Troduct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Dxenpece (ketoponak) TabaeTky, AUCIIEPrHPYSMBIC B NOIOCTH PTa, 10 Mr

Batch No / : V2300364 Batch Quantity / : 36,00,000 tab /
|Cepust Ne O6beM cepln 36,00,000 Tab
Analytical Report No / : 890001648698 Date of Analysis / 07.03.2023
AnanuTHuecKkHii ordeT Ne Jara ananusza o
Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025 '
JaTa npoH3BOACTEA Tonen 10

Analysis performed according ND / Ananus nposeaen no HJI:
JIIT-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

PageS5of7/C1p. Sn3 7

8 Related impurities / PoagcTeenHnie npumMecH

ketorolac 1-hydroxy analog /
1-ruppoxcuananor

Below LOD (LOD = 0.0010 %) /
Hwxke npeaesta obuapyxemus (110 =

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

KETOPOJIaKa 0.0010 %)
ketorolac 1-keto analog/ Not more than 0.5 % / He 6oree 0,5 %
1-KeToaHAIOr KETOpOoaKa 0.03%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€IMHUYHAA 0.03%
HEUICHTUPUIIUPOBAHHAN
NIpAMEChH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma ripumMeceit

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

He Gonee 7,0 %

10

Residual solvents by GC/ OcTaTouHble OpraHuyecKkHe pacTBOPHTEH

Isopropyl alcchol /
Hsonponanon

4 pg/tab / 4 mxr B TabneTke

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

Remarks: The Product conforms to ND/
Ipumeuanue: [IponykT coorBeTcTBYeT Tpedosanusm HJL

Conclusion: APPROVED /
3akawuenne: ONOBPEHO

Jata: 07.03.2023

JHara: 07.03.2023

Prepared by / Checked by / Appraved hy: Manager/Exeentive /
HOZ[I‘OTOBJIeHOZj’LiVaDi Devi ITpoBepeHo: Ramakant Onobpeno: Menemxep / PykoBoauTeb
a s
) 3 Mchoj, [L Manoj Kumar .
) e (2 w
Reprint Date / Reprint Date / Reprint Date /

Hara: 07.03.2023
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lty,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CEPTUG®HKAT AHAJIM3A
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Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxyxr: Keropon™ Dxenpece (ketoposiak) TabneTku, gucriepriupyeMbie B N0J0CTH pra, 10 Mr

Batch No / : V2300364 Batch Quantity / : 36,00,000 tab/
Cepus Ne O6bem cepHH 36,00,000 Tab
Analytical Report No / : 890001648698 Date of Analysis / 07.03.2023
AnanaTuyecknii oTuer Ne Jara anannsa '
DPate of Manufacture / : Feb.2023 Date of Expiry /- Jan.2025
Jara npon3BojcTBa Ionen no

Analysis performed according ND / Ananns itposenen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page 6of 7/Crp. 6 n3 7

11 | Microbial enumeration tests / MukpoGunosoruyeckas 4UucTora™

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1iiee Yucio He 6onee 1000 KOE/r
a’3poOHBIX MUKPO-
Opranu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuee He 6onee 100 KOE/r
YUCIIO APOXIKEBBIX H
IUTECHEBBIX IPUOOB
c) Escherichia Coli NA Sheli be absent in 1 gram /
Orcytctue B 1 1
12 Uniformity of dosage units / 4.5 Acceptance value (AV) not more than
OnHopoaHocTs 15.0 / puemounoe 3nadenue (AV) He
JO3UPOBaHHS 6onee 15,0.
13 | Assay/ KoJnuyecTBeHHOe 9.7 mg /9.7 Mr From 90mg to 11.0 mg of
onpeae/enHe (97.5 %) C15H13NO3+C4H |1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 1o
11,0 Mr C15sH1i3NO3*CsH | 1NO;
(xeroponaka tpomeramun) (o1 90,0 mo
110,0 % oOT 3a#BIECHHOTO KOJHYECTRA) B
TabneTke
14 | Butylhydroxyanisole 0.0997 mg/tab / Not less than 0.042 mg/tab /
content / Copgepxanue 0.0997 mr B TabneTke He menee 0,042 mr B Tabnerke
OyTHJITHAPOKCHAHH301A
——

Remarks: The Product conforms to ND/
ITpumeuanue: ITpogykT coorBeTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
Zakmwuenue: OJOBPEHO

Prepared by /
[Monrorosneno: Shivani Devi

AT

Checked by /
ITposepeno: Ramakant

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

Reprint Date /
Jara: 07.03.2023

Reprint Date /
Hara: 07.03.2023

Reprint Date /
Jara: 07.03.2023
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Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxyxr: Keropon® B}ccnpecc (keToposak) TabneTKH, AHCIEPrHPYeMbie B IOJIOCTH pTa 10 Mr

Batch No / : V2300364 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O6Bem cepun 36,00,000 Tab
Analytical Report No / : 890001648698 Date of Analysis / : 07.03.2023
AHaJHTHYECKHH oTdeT Ne JlaTa aHanau3a '

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
Jlata npoH3BOACTBA Togen no

Analysis performed according ND / Anain3 nposeaen no HJL:
JI1-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel ot 27.12.2021)

Page7of 7/Crp. Tnz 7

15 | Package/ YnakoBka 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / ITo 10 Tabnetox B
information leaflet in a carton | Onucrepe u3 (TMA/ATVIID c
pack. / Ilo 10 Tabaerox B | Biaronornotutenem/[19BIT) doneru //
onucrepe w3 ([TA/AJITID ¢ | (IT3/AJ) gonbry. [To 1 wiu 2 6nucTepa ¢
prnaronornotuteaem/I[1OBII) HHCTPYKLHEH 10 NMPUMEHEHMIO B TMA4Ky
donsru // (13/AJ]) donsru. Ilo | xapTOHHYIO.

2 6nuctepa ¢ WHCTPYKLMEW IO
DNpPUMEHEHUIO B Hayky
KapTOHHYO.
16 | Labeling / MapxupoBka According to ND / B cootBetcTBru ¢ HJI
17 | Storage conditions/ Below 25 °C. / ITpu Temieparype He Bbile 25 °C.
XpaHenne :
18 Shelf life / Cpok roanocTu 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 BHIIYCKe JIeKAPCTBEHHOTO MpenapaTa KOHTPO/Ib KA4eCTBAa N0 NoKa3aTe 10
«MHAKpPOOHOIOTHYIECKAS YHCTOTA» NPOBOIHTCH [JIA Kaxoki 20-0i cepHu, HIH AJIf OAHON CepHH B rof,
B 3aBHCHMOCTH OT TOI'0, YTO HACTYHNHT PaHbIlIE.

Remarks: The Product conforms to ND/
ITpumedanue: Ipoaykt cootBeTcTBYET Tpeboranusam HJJ

Conclusion: APPROVED /
3akmiouenne: OJIOBPEHO

Prepared by / Checked by /
[Moarorosneno;, Shivani Devi IIposepeno: R

AT e

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

Manoj Kumar ( =

Reprint Date /
Hara: 07.03.2023

Reprint Date /
JHarta: 07.03.2023

Reprint Date /
JHata: 07.03.2023

s drriaddvs.com

4 500624, Telangana, Inaia
nait@drreddys.com




