®o
Dr.Reddy’s Q;-

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Ketopon™ Dkcnpece (keToponak) TabieTky, Mcieprupyembie B oJocTy pra, 10 mr

Batch No / 1 V2400294 Batch Quantity / : 3600000 tab /
Cepns Ne O0Bem cepun 3600000 Tab
Analytical Report No / : 040002451321 Date of Analysis / : 16.03.2024
AHaJIuTHYeCKHI oTueT No Jlara ananuza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jarta npou3BoacTBa TI'omen mo

Analysis performed according ND / Ananus nposegen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel or

27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page1 of 8 /Crp. 1 u3 8

V®-cnexrpodoromeTpus

1;.00 Test / [Toxazarensn Results / Pe3ysbraTs 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. / Kpyrneie, mnockue | Kpyrnble, miockue TabneTku ¢ ackoii,
TabNeTkn ¢ (ackoil, CBETNIO- | CBETJIO-KENTOro LBETA ¢ IPABUPOBKOIL
XKENITOr0 LBETAa C IPaBUPOBKOM | «I» Ha OmHOIT CTOpOHE.
«l» Ha OfIHO CTOpOHE.
2 Identification / [oanunHoCcTE
Ketorolac / Kemoposaax
a) Byuv/ Complies / CooTBeTcTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnexkTpst
MOMJIOIEHNS HCITBITYEMOrO PactTBOpa M
pacTBopa  CTaHIapTHOro  obpasua
KETOpoJlaka TpPOMEeTaMHHa  JOJIXKHBI
HMETh MAaKCHMYMBI IIPH OXHOM U TOH Xke
JUIMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/

IIpumeyanue: IIponyKT cooTBeTCTBYET TpebGopanusm HJJ

Conclusion: APPROVED /
3akmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Santosh [Iposepeno: Pardeep Kumar | Opobpeno: Menemwxgep / Pykosoautens
Kumar Maurya (g i' Abhishek C hauhank

o = : a7 f
Reprint Date / Reprint Date / Reprint Date / ' ‘
Hara: 16.03.2024 JHara: 16.03.2024 Hara: 16.03.2024




Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dkcnpecc (keToposnak) TabneTkH, JUCeprupyeMsle B ONOCTH pTa, 10 mr

Batch No / : V2400294 Batch Quantity / : 3600000 tab/
Cepus Ne O0nem cepun 3600000 Tab
Analytical Report No / : 040002451321 Date of Analysis / : 16.03.2024
AHanuTHYECKHH 0TYeT No Jara anaanza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTa npon3BoicTBa T'ogen no

Analysis performed according ND / Anasus npoBeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenue Nel or
27.12.2021, uamenenue Ne2 ot 11.11.2022)
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No

N Test / [Toka3aTenn

Results / PesynbTaTs

Specification / Hopma

b) By HPLC / BOXX

Complies / CooTBeTcTBYET

should

chromatogram
tromethamine standard solution (Assay
section).
OCHOBHOIO MMHWKa Ha XpoMaTorpamme

The retention time of the main peak on
the chromatogram of test solution

correspond to that on the
of ketorolac
/

Bpemsa  yaepxuBaHus

HCOBITYEMOrO  PacTBopa  AOJDKHO
COOTBETCTBOBATb BPEMEHH
yIOepXUBaHUS OCHOBHOTO IIMKA Ha
XpoMarorpamme pacTBopa
cTaHmapTHOro oOpaina KeTopoiaka
TpoMeTaMHHa (pazmen

«KonuuecTBeHHOE ONPEETICHUEN).

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTRYeT Tpeboranusm HJ

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Jara: 16.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarororneno: Santgsh ITpoeepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykosoautens
Kumar Maurya @" Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jara: 16.03.2024

Jlara: 16.03.2024




Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon®™ Dkcnpecc (ketoposnak) TabaeTku, AUCIEprupyeMble B MOJIOCTH pTa, 10 Mr

Batch No / 1 V2400294 Batch Quantity / : 3600000 tab /
Cepusa Ne Qonem cepuu 3600000 Tab
Analytical Report No / : 040002451321 Date of Analysis / : 16.03.2024
AHaJTIHNTHYECKHH oT4eT Ne JlaTa anaausa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jata mpou3BoacTBa T'oxen xo

Analysis performed according ND / Anann3 npoeenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenune Nel ot
27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page3of8§/Crp.3m3 8

No

6yTHATrHAPOKCHAHN301

No Test / IlokazaTenanb Results / Pe3ynbrathl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MoanuHHOCTL 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 yzaepxuBaHMA
NHKOB  2-OyTHITHIPOKCUAHU30JAa U
3-0yTHArMAPOKCUAHU30JIa Ha
Xpomarorpamme HCILITYEMOTO
pacTBopa JMOJDKHBL COOTBETCTBOBATh
BpeMEHaM  YIep)KHBaHUA UKOB
2-6yTUITHAPOKCHAHU30NIA u
3-6yTWITHAPOKCHAHU30a Ha
XpoMarorpaMme pacTBOpa
CTaHJapTHOTO obpasua
OyTUITHAPOKCUAHU3071a (paszen
«CopnepxaHue

OyTHITHAPOKCHAHU30TaY).

4 Average weight / Cpeansis
Macca

70.1 mg/ 70.1 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 Mr g0 72,8 mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms

IIpumeuanue: Ilponykt cootseTcTByeT TpeboBanusm HJI

to ND/

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
Hoarororneno: Santggh
Kumar Maurya \o

—

Checked by /
IIpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Mene
Abhishek Chauhan J

Reprint Date /
Jara: 16.03.2024

Reprint Date /

Jara: 16.03.2024

Reprint Date /

Mo dulizid O
fef 4§

U L L) 1/, Duand T Baipyeia |l

L

Hata: 16.03.2024

p / PykoBosaurens
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Dr.Reddy’s Q;*

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkenpecc (keToposiak) TabieTkH, AUCIIEPrUpyeMBbIe B MMOJIOCTH pTa, 10 mMr

Batch No / : V2400294 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002451321 Date of Analysis / : 16.03.2024
AnaanTHiyeckuii oTuer Ne Jara ananunza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTa npoH3BOACTBA I'open no

Analysis performed according ND / Ananm3 nposesen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 4 of 8/ Crp. 4 u3 8

1;00 Test / [TokazaTeab Results / Pe3ynbraTsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than + 10 %
OaHOpoAHOCTH Macehl 2/20 tablets - not more than £ 20 % /

18/20 Ttabnerok — He 6omee + 10 %
2/20 tabnetok — He 6onee + 20 %
5 Disintegration time / 00 min 19 sec / 00 MuH 19 cex Not more than 3 min / He 6onee 3 MuH
Pacnagaemocthb
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 104% Not less than 75% (Q) of
. CisHi3sNO3*C4H; 1 NO; (ketorolac
Unit-2 / Tabn-2 101% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 103% 75%  (Q)  CisHisNO3*CsHi1NO;
) . (keToponaka  TpOMeTaMuH)  uepes
Unit-4 / Tabn-4 101% 15 muu
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 105%
7 Fineness of Dispersion/ Complies / CoOTBEeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 um sieve is formed. / Obpazyetcs
OMHOPOJAHAs CYCIIEH3Us, MPOXonslias
CKBO3b CHTO C pa3MepoM OTBEpCTHI
710 MKM.

Remarks: The Product conforms

Ipumeuanue: [IpogykT cooTBeTcTBYET Tpeboanusm HJI

to ND/

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: Santosh IpoeepeHo: Pardeep Kumar | Onobpeno: Menemxepl\/ Pykososurens
Kumar Maurya (@ p Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date /

Jara: 16.03.2024 Hara: 16.03.2024 Hara: 16.03.2024
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Dr.Reddy’s Q?

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpece (keToposiak) TabieTkH, AUCTIeprupyemble B 10J0CTH pTa, 10 mr

Batch No / 1 V2400294 Batch Quantity / : 3600000 tab /
Cepust Ne O0BeM cepun 3600000 Tab
Analytical Report No / : 040002451321 Date of Analysis / : 16.03.2024
ApajguTHYeCKAl oTUeT Ne JlaTa ananuza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa npou3BOACTBA I'open xo

Analysis performed according ND / Ananus nposenen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or

27.12.2021, nzmenenue Ne2 ot 11.11.2022)

PageSof8/Crp. Suz 8

8 Related impurities / PoacTBeHHbIe NpuMecH

ketorolac 1-hydroxy analog /
l-rugpoxcuaHajor
KeTopoJiaka

ketorolac 1-keto analog/
1-KeToaHaOr KETOpOJIaKa

0.04 %

CIAHWHHYHaA

NPpUMECH

Any unidentified impurity /

HCI/IHGHTI/I@I/IL[I/IpOBaHHaﬂ

0.02 %

Not detected / He 0OHapYysKEHA

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

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

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

Total impurities /
CymMa npumecei

0.1 %

Not more than 1.0 % / He Gonee 1,0 %

9 Water / Boga

25%

Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouyHBIE OPraHU4eCKHe PaCTBOPHTE/H

Isopropyl alcohol /
HzonponaHon

3 ng/tab/
3 MKT B TableTKe

Not more than 350 pg/tab /
He 60siee 350 MKr B TabneTke

Remarks: The Product conforms to ND/
Ipumeyanwue: IlpogykT coorBeTcTBYeT Tpebopanusam H/I

Conclusion: APPROVED /
3akmwouenne: OJJOBPEHO

Hara: 16.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Santosh ITposepeno: Pardeep Kumar | Onobpeno: Menemsep / Pykosoaureb
Kumar Maurya (p’/ ﬁ Abhishek Chauhandk

/ — \‘._______/k.
Reprint Date / Reprint Date / Reprint Date /

Jlata: 16.03.2024

Jlata: 16.03.2024




Dr.Reddy’s Q':.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon® Dkcenpece (ketoponak) TabneTky, AUCHEPriHpyEMbIe B IOJIOCTH pTa, 10 Mr

Batch No / 1 V2400294 Batch Quantity / : 3600000 tab /
Cepust Ne O6bem cepHn 3600000 Tab
Analytical Report No / : 040002451321 Date of Analysis / : 16.03.2024
AHaTUTHYEeCKHIT oTueT Ne Jara anannza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTa npor3BOACTBA T'ogen no

Analysis performed according ND / Ananns nposenen nmo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenune Nel or

27.12.2021, uzmenenue Ne2 or 11.11.2022)
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11 | Microbial enumeration tests / MukpoGuosioruueckasi yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuiee yucno He 6onee 1000 KOE/r
a3poOHBIX MUKPO-
OpraHi3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g/
and moulds count / Obiee He 6onee 100 KOE/r
YUCIIO APOAOKEBBIX U
[U1eCHEeBbIX TPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyTcTBUE B 1 T
12 Uniformity of dosage units / 43 Acceptance value (AV) not more than
OpHopogHoOCTL 15.0 / IlpuemouHoe 3HaueHue (AV) He
[O3NPOBAHHUSA 6oiee 15,0.
13 Assay / KosinuecTBeHHO€ 10.0 mg / 10.0mr From 90mg to 11.0mg of
onpejeseHHe (100.3 %) CisH;3NO3*C4H;1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pate; 1 1,0 Mr C15H13N03'C4H11N03
(xetoponaka tpometamuH) (oT 90,0 1o
110,0 % oT 3asBJICHHOTO KOTUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.1006 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.1006 mr B TabneTke He menee U,U042 Mr B TabneTke
OyTHATHAPOKCHAHU30J12
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Mpumeuanue: [TpogykT cooTBercTByeT Tpebosanuam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Santosh [Mposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykosoaurens
Kumar Maurya @ , Abhishek Chauhan
- —
Reprint Date / Reprint Date / Reprint Date / =
Jara: 16.03.2024 Jara: 16.03.2024 Jara: 16.03.2024




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkenpecc (keToposak) TabneTky, AMCIeprupyeMble B NOJNOCTH pTa, 10 Mr

Batch No / : V2400294 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepun 3600000 Tab
Analytical Report No / : 040002451321 Date of Analysis / : 16.03.2024
AnanuTHYecKuii oTyeT Ne Jarta ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jata npou3BoacTBa I'open no

27.12.2021, usmenenme Ne2 or 11.11.2022)

Analysis performed according ND / Anann3s nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

Page 7 of 8/ Crp. 7 u3 8

15 | Package/ YnakoBka 10 tablets in a blister of

(PA/AL/PE

10 tablets in a blister of (PA/AL/PE with
with | desiccant/HDPE) foil // (PE/AL) foil. 1
or 2 blisters with patient information

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetox B
onuctepe u3z (ITA/AJ/IID ¢
Bliaronorjotutenem/II12BIT)
donsru // (II3/AJ]) donsru. Ilo
2 6nuctepa ¢ HHCTPYKLMe# 1o
NpPUAMEHEHUIO B nayky
KApTOHHYIO.

leaflet in a carton pack. / Ilo 10
Tabnetok B 6auctepe u3 (ITA/AJI/IID ¢
pnaronoriotutenem/[15BII) donsru //
(T15/AJT) doneru. o 1 unu 2 6nuctepa
¢ UHCTPYKIMEH MO TpPHMEHEHUIO B
HayKy KapTOHHYIO.

16 | Labeling / Mapkupopka

According to ND / B cootercTBuu ¢ HJ{

XpaHeHHe

17 | Storage conditions /

Below 25 °C. / Ilpu Temnepatype He Bbiwe 25 °C,

18 Shelf life / Cpok roasocTn

2 years/ 2 ropa

* 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.
* IIpu BbINyCKe JIEKAPCTBEHHOIO MpenapaTa KOHTPO/b KayecTBa No nokasatento «MukpoGuosornyeckas
YUCTOTA» MPOBOAUTCS AJTsi Kaxkaoil 20-ofi cepuy, WK AJ1s1 OHOI CEPHU B TO/1, B 3aBUCHMOCTH OT TOT0, YTO

HACTYNHT paHblile,

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

Ipumeuanue: [IpogykT cooTBeTcTBYET Tpeboanusm HJI

3axmwuenne: OJOBPEHO

Prepared by /

Kumar Maurya

IToarorosnexo: Santosh

oL

Checked by /
ITposepeno: Pardeep Kumar

L

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
Abhishek Chauhan \

Reprint Date /
Hara: 16.03.2024

Reprint Date /

Reprint Date /
Hara: 16.03.2024

Hara: 16.03.2024

r |




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (keToponak) TableTky, AUCneprupyeMble B MoJocTH pra, 10 mr

Batch No / 1 V2400294 Batch Quantity / : 3600000 tab /
Cepusn Ne O61beM cepun 3600000 Tab
Analytical Report No / : 040002451321 Date of Analysis / : 16.03.2024
AnaluTHYeckHii oTyer Ne Jara anaauza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jata npon3BoacTsa I'open g0

Analysis performed according ND / Anasn3 nposeaen nmo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, nuamenenne Ne2 ot 11.11.2022)
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API name / HanmenoBanne A®C:

Ketorolac tromethamine / Ketoponaka

Homep cepun cy6ctanuuu npoussoautens ['JID:

TpoMeTaMHH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepun npousBoantens ADC: ABQHA0GH28
FP Manufacturer API Batch number / FEQA00571

API Manufactured by & country /
Ilpoussoantennr ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Penmu'c Jlaboparopuc JIta., MHaus

Remarks: The Product conforms to ND/
Ipumeuanue: IIpoaykr cooTBercTByeT TpeboBanusm HJI

Conclusion: APPROVED /
3axmouyenne: OJOBPEHO

Prepared by / Checked by /
IMoarotosneuno: Santosh

Kumar Maurya e
ury. }//,, i’_’

—

Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Meneaxep / PykoBoaurens
Abhishek Chauhan

Reprint Date /
Jarta: 16.03.2024

Reprint Date /
JHara: 16.03.2024

Reprint Date /
Jata: 16.03.2024




