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 : +91 98166 56001-02

CEPTHOHUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropoa® Dkcnpecc (keToposiak) TabNETKH, AUCTIEPTUPYEMBIE B NIOJIOCTH pTa, 10 Mr

Batch No / : V2200626 Batch Quantity / : 36,00,000 tab /
Cepust No Oo6bem cepun 36,00,000 Ttab
Analytical Report No / : 890001585453 Date of Analysis / 16.04.2022
AHauTHYeCKHii 0TUeT Ne Jarta ananusa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jata nponzBojcTBa TI'open no

Analysis performed according ND / Ananuz nposexen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel or 27.12.2021)

Pagelof 7/Crp. 1u3 7

Y®-criextpodoTomerpus

No . .
Ne Test / IlokasaTesnb Results / PesynbTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed orn one with "[" debossed on one side. /
side. / Kpyrisle, mnockue Kpyribie, miockue TabneTku ¢ Gpackoi,
TabneTku ¢ Gackol, cBeTIIO- CBETJIO-XKENTOTO LBETA C IPABUPOBKOM
KEJITOro IBETa C IPaBUPOBKOH «l» Ha oHOIf cTOpOHE.
«I» Ha ofiHO# cTOpOHE.
2 Identification / [ToanuHHOCTB
Ketorolac / Kemoponax
a) Byuv/ Complies / CooTBeTCTRYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnextpel
HOTJIOLIEHHs UCHBITYEMOTrO PacTBOpa
pacTBopa  CTaHAapTHOro  obpasia
KeTOpoJiaka TPOMETaMMHA  JOJDKHBI
HMETh MAaKCUMYMBI [IPH OAHOH U TOM xe
JUIMHE BOJIHEI (+ 2 HM).

Remarks : The Product conforms to ND/
Ipumeuanue: [IpogykT cooTseTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akarwuenune: OJOBPEHO

Jara: 16.04.2022

Hara: 16.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorornexo: Praveqsh Rana | Ilpoeepeno: Naresh Kumar Onob6peno: Menemkep / PykopoanTenb
/ o Abhishek Chauhan '
h- = el
Reprint Date / Reprint Date / Reprint Date /

Hara: 16.04.2022

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
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dxcnpecc (keToposak) TabiaeTKH, AUCIEPrUpyeMble B IOJIOCTH pTa, 10 Mr

Batch No / : V2200626 Batch Quantity / : 36,00,000 tab /
Cepusa Ne OoBem cepun 36,00,000 Tab
Analytical Report No / : 890001585453 Date of Analysis / 16.04.2022
AHanuTHYeckHi oTueT Ne Jara anannsa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JaTa npoH3BoACTBA T'ogen no

Analysis performed according ND / Ananns npoeenen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3menenue Nel ot 27.12.2021)
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No

No Test / [ToxazaTenn

Results / PesysnbTaTsl

Specification / Hopma

b) By HPLC/B3XKX

Complies / CooTBeTCTRYET

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 ynepxusaHus
OCHOBHOTO MHKAa Ha XpoMaTrorpaMmme
UCIILITYEMOTO  pacTBopa  HOJDKHO
COOTBETCTBOBATD BpPEMEHH
yOEpP)XHUBAaHUS OCHOBHOTO IMKA Ha
XpoMaTtorpaMme pacTBOpa
CTaHIApTHOTO obpaslia KeTopoJiaka
TpOMETaMHHa (pasmen

«KonuuecTBeHHOE onpez[eneHHe>>).

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

[Tpumeuanue: Ilponykt cootrBeTcTBYET TpeboBaHHaM HJL

3akmouenne: OJOBPEHO

Prepared by /
Tloarorosneno: Pravesh Rana

II"
Y~

Checked by /
IporepeHo: Naresh Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxep) Pyxkogonurens
Abhishek Chauhan

L2

Reprint Date /
JHara: 16.04.2022

»
Reprint Date /
Jara: 16.04.2022

Reprint Date /
Jara: 16.04.2022
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: Ketopon® Dkenpece (keToponak) TabJeTkH, AUCIIEprupyeMble B MONIOCTH pTa, 10 mMr

|Batch No / : V2200626 Batch Quantity / : 36,00,000 tab /
Cepusa Ne Oobnem cepuu 36,00,000 Tab
Analytical Report No / : 890001585453 Date of Analysis / : 16.04.2022
AnaauTHyeckHii orger No Jara anaamusa
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JaTa npousBojacTea T'onen go

Analysis performed according ND / Ananns npoeegen nmo HJI:

JII1-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel ot 27.12.2021)

Page3 of 7/Crp.3u3 7

1;: Test / IlokasaTeas Results / PesynabTaThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IHoanuuuoCTH butylhydroxyanisole peaks on the
Oy THATHAPOKCHAHU30J 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). / Bpemena yaepxuBaHUS
IUKOB  2-OyTWITHOPOKCHAHH30NMA |
3-6yTUNrHOPOKCHAHU30J1a Ha
XpoMaTorpamMmme HCTIBITYEMOTO
pacTBopa J[AOJDKHBI COOTBETCTBOBATH
BpeMeHaMm yAEpKUBAHUA MTHUKOB
2-0yTHITHPOKCHAHU3012 u
3-6yTUNTHAPOKCHAHK30M1A Ha
XpoMaTorpamme pacTBopa
CTaHJApTHOIO obpasua
6yTiruapokcHuaHuzona (paznen
«CognepxaHue
Oy THATHAPOKCHAHH30JIa»).
4 Average weight / Cpeansist 69.2 mg/ 69.2 M 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
Macca Ot 67,2 mr no 72,8 Mr (70,0 Mr + 4,0 %).

Remarks : The Product conforms to ND/
ITpumeuanue: IlponykT cooTBeTcTBYeET TpebopaHuam HJL

Conclusion : APPROVED /
3akmouyenue: ONOBPEHO

Prepared by / Checked by /
Honrorosseno: Pravesh Rana | Ilposepero: Naresh Kumar
4 &

Approved by: Manager/Executive /

Onobpeno: Menepkap / Pykooauteisb
Abhishek Chauhan L

-

Reprint Date / Reprint Date /
Hara: 16.04.2022 Hata: 16.04.2022

Reprint Date /
Jara: 16.04.2022

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
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Okcnpecc (keToposak) TabneTku, AMCneprupyeMble B MOJ0CTH pTa, 10 Mr

Batch No / 1 V2200626 Batch Quantity / : 36,00,000 tab /
Cepus Ne O61em cepun 36,00,000 Tab
Analytical Report No / : 890001585453 Date of Analysis / 16.04.2022
AHaJINTHYECKH# oTuer Ne JlaTa aHaHu3a

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Hdara npousBoacTea T'onen no

Analysis performed according ND / Ananus nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel ot 27.12.2021)

Page4 of 7/ Crp. 4u3 7

1;.00 Test / Tloka3zarens Results / Pe3yabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOPOIHOCTHL MACChI 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He Oonee + 10 %
2/20 tabnerok — He 6oxee + 20 %
5 Disintegration time / 34 sec/ 34 cex Not more than 3 min / He 6onee 3 mun
PacnagaeMoctb
6 Dissolution / PacTeopenne Unit-1/ Ta6n-1 102 % Not less than 75% (Q) of
} CisH13NO3*C4H;;1NO;3 (ketorolac
= - o,
Unit-2 / Tab11-2 101% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 101% | 75% (Q)  CisHisNO3C4HNO;s
) . (xeToponaka  TpOMETaMHH)  4epes
Unit-4 / Tabn-4 100 % 15 MuH
Unit-5 / Tabn-5 103 %
Unit-6 / Tabn-6 101 %
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
JucnepcHocTb 710 pm sieve is formed. / Obpazyercs
OJTHOPOJHAsl CyCNeH3HUsl, NMPOXOIAIIas
CKBO3b CHUTO C pPa3MepOM OTBEPCTHiA
710 MxM.

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemiep / Pyl{iBGIU-!TeIIL

Remarks : The Product conforms to ND/

Ilpumeuanue: [poaykt coorBeTcTBYET TpeboBanusm HJI
Prepared by / Checked by /
ITogroroeneno: Pravesh Rana | Ilpoepeno: Naresh Kumar

F (&

1 >3

Abhishek Chauhan

-

Reprint Date /
Jara: 16.04.2022

Reprint Date /
Hara: 16.04.2022

Reprint Date /
Jara: 16.04.2022

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
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (keToposiak) TabieTku, AMCEprupyeMble B MONOCTH pra, 10 Mr

Batch No / : V2200626 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepHH 36,00,000 Tab
Analytical Report No / : 890001585453 Date of Analysis / 16.04.2022
AHaJHTHYeCKHH oTyeT No JlaTa ananu3za

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jdara npou3zBoacrsa T'oxen o

Analysis performed

JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

according ND / Ananu3 nposeaen no HJI;

PageSof 7/Crp. Su3z 7

8 Related impurities / PoacTBennblie npumecu
ketorolac 1-hydroxy analog / Below limit of Detection Not more than 0.5 % / He 6onee 0,5 %
1-THAPOKCHAHATIOT (LOD:0.0010%)
KETOpOJIaKa
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaIOT KeTOponaka
0.04 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIMHIYHAS
HeuIeHTH)UIIUPOBaHHAS 0.04%
MpUMEChH
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMmMa npumeceit
9 Water / Bona 1.9 % Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTouHble OpraHH4YecKHe pACTBOPHTENH
Isopropyl alcohol / 2 pg/tab / Not more than 350 pg/tab /
H3zonponaHon 2 MKT B TabyeTke He 6onee 350 mkr B Tabnetke

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykt cooTBeTcTBYET TpeboBaHusM HJT

Conclusion : APPROVED /
3akmwuenne: OJJOBPEHO

Prepared by /

Ilogrorosneno: Pravesh Rana | Ilposepeno: Naresh Kumar

Checked by / Approved by: Manager/Executive /

Onobpeno: Menek p / Pykosopuresns
' @/ Abhishek Chauhan 1

X »

Reprint Date /
Hata: 16.04.2022

Reprint Date /
Hara: 16.04.2022

Reprint Date /
Hara: 16.04.2022

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
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon™ Dkcnpece (keroponak) TabieTky, AUCeprupyeMble B MOJIOCTH pTa, 10 mr

Batch No / 1 V2200626 Batch Quantity / : 36,00,000 tab /
Cepus Ne Obbem cepun 36,00,000 Tab
Analytical Report No / : 890001585453 Date of Analysis / 16.04.2022
AHanuTHYeckuii oTyer Ne HJarta ananuza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jara npon3BoacTBa T'open no

Analysis performed according ND / Auanu3s nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel or 27.12.2021)
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11 Microbial enumeration tests / MukpoGuosioruyeckas yucrora*

a) Total Aerobic Microbial
Count / Obuiee yucito
a3pOoOHBIX MUKPO-
OpraHu3MOB

Less than 10 CFU/g /
Mesnee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast
and moulds count / ObIuee
YHCIO APOXKIKEBBIX H
TUIECHEBBIX TPUOOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

c) Escherichia Coli Absent / Shell be absent in 1 gram /
OT1cyTcTBYET OtcyrctBue B 1 T
12 | Uniformity of dosage units / 6.1 Acceptance value (AV) not more than

content / CoagepxaHue
6yTHATHAPOKCHAHU30/12

OnnopogHocTh 15.0 / IpuemoyHoe 3HayeHHe (AV) He
03U POBAHHS 6osee 15,0.
13 Assay / KoninuecTBeHHO€ 10.0 mg/ 10.0 mMr From 90mg to [11.0mg of
ompenejieHue (100.2 %) Ci15sHiaNO3*C4H; (NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pie] 1 1,0 Mr C15H13NO3’C4H1 1NO3
(xeToponaka TpoMetamuH) (ot 90,0 mo
110,0 % oT 3asBNEHHOTO KOJIMYECTBA) B
TabneTtke
14 | Butylhydroxyanisole 0.0949 mg/tab / Not less than 0.042 mg/tab /

0.0949 Mr B TabneTke

He menee 0,042 mr B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanue: [IponykT cooTseTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by /
TNoaroroeneno; Pravesh Rana
|

[

Checked by /
IIposepeno: Naresh Kumar

‘

-

Approved by: Manager/Executive /
Onobpeno: Menepxep / PykoBomurens
Abhishek Chauhan t \

i -

Reprint Date /
Hara: 16.04.2022

Reprint Date /
Jara: 16.04.2022

Reprint Date /
Jara: 16.04.2022

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
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon" Dkenpecc (ketoponak) TabneTkH, AucneprupyeMbie B MoJ10CTH pTa, 10 Mr

Batch No / : V2200626 Batch Quantity / : 36,00,000 tab /
Cepusn No O6beM cepuu 36,00,000 tab
Analytical Report No / : 890001585453 Date of Analysis / 16.04.2022
AHanuTHYeCKHIT 0TyeT No JaTta anananza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jara npounsBoacTBa I'open no

Analysis performed according ND / Auanus nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)
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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. / Ilo 10 Tabnerok B
Gnuctepe uz (ITA/AJVTID ¢
BiaromorjotureneM/I19BIT)
doneru // (TID/AJT) donsru. o
2 bucTepa ¢ MHCTPYKIIMEH Mo
MPUMEHEHHIO B navyky
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. / ITo 10
Tabnetok B 6iucrepe u3 (ILA/AJI/TID ¢
BiaronoriaotutenemM/[19BI1) doneru //
(I13/ATT) donsru. Io 1 umm 2 6aucrepa
C HUHCTPYKLMENW MO0 TNPUMEHEHUIO B
Na4yKy KapTOHHYIO.

16 | Labeling / Mapkuposka

According to ND / B cooteercTeum ¢ H]|

17 | Storage conditions /
XpaHeHue

Below 25 °C. / ITpu Temneparype He Boiiie 25 °C.

18 | Shelf life / Cpox roasocru

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.

* Ilpu BbIMyCKe JE€KAPCTBEHHOr0 MPENapaTa KOHTPOJIL KA4ecTBa 10 MOKA3aTe 0
«MuKpoGHOIOrHYecKas YHCTOTA» MPOBOXHTCS AJS KXol 20-0fi cepuM, HJIH JUTst OXHOH cepuH B rof,
B 3aBHCHMOCTH OT TOI'0, 4TO HACTYIIHT PaHbIIIE,

Remarks : The Product conforms to ND/
[Ipumeyanue: Ilponykt cootBetcTBYET TpeboBanmaM HJI

Conclusion : APPROVED /
3axmouenne: O/IOGPEHO

Prepared by /
[Moarorosneno: Pravesh Rana

t_

Checked by /
IIpoBepeno: Naresh gxmar

M Abhishek Chauhan

/

Approved by: Manager/Executive /
Onobpeno: MeHeﬂ)Kep\Q’}'l\'Oi{)ﬂllTe_ﬂb

Reprint Date /
Hara: 16.04.2022

Reprint Date /
Hata: 16.04.2022

Reprint Date /
MHara: 16.04.2022
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