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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipomykt: Keropon® Dkempece (keToposiak) TabneTky, AMCHEprupyembie B nonocry pra, 10 mr

Batch No / 1 V2400292 Batch Quantity / : 3600000 tab /
Cepus Ne O6bemM cepun 3600000 Tab
Analytical Report No / : 040002448243 Date of Analysis / : 15.03.2024
AHaJINTHYECKHH oTYeT No JlaTa anaausa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JiaTa n1pon3BoACTBA Toaein ao

Analysis performed according ND / Ananun3s nposegen no H/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenne Nel ot

27.12.2021, usmenenne Ne2 ot 11.11.2022)
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No
No

Test / [Toka3zaTenb

Results / Pe3ynbraThl

Specification / Hopma

1

Description / Onucanue

Light yellow round flat beveled
lablets with "|" debossed on one
side. / Kpyrable, niaockue
tabneTku ¢ ¢ackoif, CBETIO-
XKENTOro LiBeTa ¢ I'PaBUPOBKON
«l» Ha OZIHOM CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrsble, miockue TabneTku ¢ Gackoii,
CBETJIO-XENTOr0 LBETAa C IPaBUPOBKOM
«l» Ha OIHOH CTOPOHE.

Identification / [ToanuHHOCTD

Ketorolac / Kemopoaaxk

a) Byuv/
V®-cnektpodoToMeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
MOTJIOMIEHHs UCTIBITYEMOrO pacTBopa U
pacTBopa  CTaHZapTHOro  obpasua
KETOpPOJIaKa TPOMETAMHMHA  JOJDKHbBI
HUMETh MAKCUMYMBI TP OJHOM U TOH xKe
JITWHE ROTTHHT (£ 2 HM).

Remarks: The Product conforms to ND/
[pumeuanue: ITponykt cooTBeTcTBYET TpeboBanusam H/T

Conclusion: APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
LloaroroeneHo: Ankit

L

Checked by /
LlposepeHo: Santosh Kumar
" Maurya

Approved by: Manager/Executive /

OnobpeHo: Menemxkgp / PykoBoaurens

Abhishek Chauhan ’

Reprint Date /
Hata: 15.03.2024

Reprint Date /
Hata: 15.03.2024

Reprint Date / !

Hara: 15.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A

()

IIpoaykT: Ketopon

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkcnpece (keToponak) TabieTku, AUCIEPrUpyeMble B MONIOCTH pTa, 10 Mr

Batch No / : V2400292 Batch Quantity / : 3600000 tab /
Cepus Ne OoBem cepun 3600000 Tab
Analytical Report No / : 040002448243 Date of Analysis / : 15.03.2024
AnaJuTHYecKHii oTyer Ne JlaTa anaiusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jara npoussoacrsa 1 0[eH 0

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

Page 2 of 8/ C1p. 2 u3 8

No

Test / [loka3aTesb
Ne

Results / Pe3ynbraTh!

Specification / Hopma

b) By HPLC/B3XX

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 yZxepxuBaHHA
OCHOBHOTO MHKAa Ha XpoMarorpamme
UCIILITYEMOTO ~ pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpEMEHH
yIOEpXKHUBaHWs OCHOBHOTO TIMKa Ha
Xpomarorpamme pacTBOpa
CTaHJapTHOro ofpasua KeTopoJiaka
TpOMETaMHHa (paznen

«KoniyecTBeHHOE ONpe/IeICHUEY).

Remarks: The Product conforms to ND/

[Mpumeuanue: [Ipogykt cooTBeTcTBYeT Tpebosannam HJI

Conclusion: APPROVED /
3axmrouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Ankit I[Tpoeepeno: Santogh Kumar | Onobpeno: Menenxep / PykoBoautesns
A | Maurya % Abhishek Chauban {
L~ { .
Reprint Date / - Reprint Date / Reprint Date / '
Jara: 15.03.2024 Hara: 15.03.2024 MHata: 15.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropon™ Skenpece (ketoposiak) TabneTky, AUcreprupyemble B MOJI0CTH pTa, 10 mr

Batch No / 1 V2400292 Batch Quantity / : 3600000 tab /
Cepust Ne O0BbeM cepun 3600000 Tabd
Analytical Report No / : 040002448243 Date of Analysis / : 15.03.2024
AHanHTHYecKHH oTyeT Ne JaTta ananuza

Date of Manufacture / : 02/2024 Date of Expiry/ : 01/2026
Jata npou3BoACTBa T'oden 4o

Analysis performed according ND / Anann3s nposenen no H/L:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3smenenne Nel ot
27.12.2021, uzmenenue Ne2 or 11.11.2022)

Page 3 of 8/ Ctp. 3 u3 8

ioo Test / [TokazaTennb Results / Pe3ynsTatsl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisolc and 3-
IMopsinHHOCTH butylhydroxyanisole peaks on the
OyTHJrHAPOKCHAHU30JI 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 ynepXkuBaHUA
NHKOB  2-OyTHATHAPOKCHAHM30NA |
3-0yTHITHAPOKCHAHK30J1a Ha
XpoMaTorpamme UCTILITYEMOTO
pacTBOpa HO/DKHBI COOTBETCTBOBAThH
BpeMeHaM YAEPKUBAHIA [IMKOB
2-6yTWITHAPOKCHAHU30M1a "
3-0yTUITHAPOKCHAHU30JIA Ha
XpoMaTorpamMmme pacTBopa
CTaHAApTHOTO obpasna
OyTUNrHApOKCHaHU30J1a (pazzen
«Copnepxanue
OYTUITHAPOKCHAHH301a»).
4 Average weight / Cpeanss 68.1 mg/ 68.1 Mmr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr 10 72,8 mr (70,0 Mr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeyanue: [IponykT coorBeTcTBYeT Tpebopanusam HJI 3akmouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
HoxroroeneHo: Ankit [Mposepeno: Santosh Kumar | Onobpeno: Menemkep / Pykosoauresns
+ Maurya gﬁ Abhishek Chauhan ( l
Reprint Date / Reprint Date / Reprint Date / !
Hata: 15.03.2024 Hara: 15.03.2024 Hata: 15.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dxenpece (ketoponak) TabneTkH, AHCIEPrupyeMbIe B M0JI0CTH pTa, 10 mr

Batch No / : V2400292 Batch Quantity / : 3600000 tab /
Cepun Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002448243 Date of Analysis / : 15.03.2024
AHaJauTHYECKHI oTyeT Ne Jara ananu3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa npon3BoAcTBA Tonen no

Analysis performed according ND / Auasnns nposeaen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenune Nel ot

27.12.2021, uzmenenue Ne2 or 11.11.2022)

Page 4 of 8 /Crp. 4138
i‘? Test / ITokasaTeab Results / Pe3ynbratsl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than £ 10 %
OAHOPOAHOCTh MACChl 2/20 tablets - not more than £ 20 % /
18/20 Ttabnetox — He Gonee * 10 %
2/20 Tabnetok — He Gonee + 20 %
5 Disintegration time / 00 min 25 sec / 00 MuH 25 cex Not more than 3 min / He 6onee 3 muH
Pacnapaemocrs
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 104% Not less than 75% (Q) of
. Cy5H13NO3°C4H 1 NO3 (ketorolac
Unit-2/ Ta6n-2 103% tromethamine) in 15 min / He MeHee
Unit-3 / Tabn-3 103% 75% (Q  CisHisNOs*CsH11NO;s
) . (keToposiaka  TPOMETAaMUH)  Yepe3
Unit-4 / Tabn-4 102% 15 MuH
Unit-5 / Tabn-5 106%
unlt-6 / Tadn-6 102%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHocThb 710 um sieve is formed. / OGpasyercs
OHOPOJHAsT CYCIEH3Hs, NPOXOIIIas
CKBO3b CHUTO C DPa3MepoM OTBEPCTUH
710 MKM.

Remarks: The Product conforms

[Mpumeuanue: ITponykt cooTBeTcTByeT Tpedopannsm HJI

to ND/

Conclusion: APPROVED /
Baxmouenue: QJOBPEHO

Prepared by /
IMoarorosneHo: Ankit

h-

Checked by /
IMposepeno: Santogh Kumar
Maurya 2

Approved by: Manager/Executive /
Ono6pero: Menemkep / PykoBoauress
Abhishek Chauhan

_

Reprint Date /
IMara: 15.03.2024

Reprint Date /
Jara: 15.03.2024

Reprint Date /
Jara: 15.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykt: Ketopon® Dxcnpece (keToposiak) TabneTKH, AMCHEprupyembie B NonocTu pra, 10 vr

Batch No / 1 V2400292 Batch Quantity / : 3600000 tab /
Cepus Ne O06bem cepun 3600000 Tab
Analytical Report No / : 040002448243 Date of Analysis / : 15.03.2024
AHajauTHyecKHi oTyer Ne JaTta ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTa Npon3BoacTBa Touen o

Analysis performed according ND / Ananns nposegen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel ot

27.12.2021, nsmenenne Ne2 or 11.11.2022)

Page Sof 8/ Crp. S5n3 8

8 Related impurities / PoacTBeHHbIe npumecH

1-rugpokcuaHajior

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Huske npenena obHapysxenus (110 =

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

KETopoJiaKa 0.0010%)
ketorolac 1-keto analog/ 0.05 % Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHaJor KETopojaKa
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
e MHUYHas
HeuJeHTUHHIMPOBAHHAS
npumech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecei

9 Water / Bopa 24 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTouHbIC OPraHU4YecKHe PaCTBOPUTEIH

Isopropyl alcohol /
H3omnponanon

10 pg/tab /
10 Mkr B TabseTke

Not more than 350 pg/tab /
He Gonee 350 MKr B TabneTke

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoxykT cooteTcTByeT Tpebosanusam HJI

Conclusion: APPROVED /
3axmouyenne: OJJIOEPEHO

JlaTta: 15.03.2024

Prepared by / -. Checked by / Approved by: Manageg/Executive /
IMoaroroeneno: Ankit /i [Tposepeno: Santosh Kumar | Onobpeno: Menemkep / Pykosoautensb
f\/ Maurya ﬁa‘ Abhishek Chauhan _ /
o - - { - -_‘_,‘ .
Reprint Date / Reprint Date / Reprint Date / d

Jata: 15.03.2024

JlaTa: 15.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon” Dkcnpecc (keToposak) TableTky, AMCTIEprpyeMble B OJIOCTH pTa, 10 Mr

Batch No / : V2400292 Batch Quantity / : 3600000 tab /
Cepns Ne O0BeM cepun 3600000 Tab
Analytical Report No / : 040002448243 Date of Analysis / : 15.03.2024
AHanHTHYeCKHH oTueT No Jara anaau3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JdaTta nponsBoacTsa Toaen po

Analysis performed according ND / Ananus nposeaen mo H/L:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel or

27.12.2021, uzmenenue Ne2 or 11.11.2022)

Page 6 of 8 / C1p. 6 n3 8

11 | Microbial enumeration tests / Mukpo6uooruyeckas Yyucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61uee yucno He 6onee 1000 KOE/r
a3pOOHBIX MUKpO-

OpraHU3MOB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61uee He 6onee 100 KOE/r

YHCJIO JPOAOKEBBIX U
TUIECHEBBIX TPHOOB

¢} Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBue B 1 T
12 Uniformity of dosage units / 2.9 Acceptance value (AV) not more than
OaHopoaHOCTH 15.0 / IIpuemouHoe 3HayeHue (AV) He
JI03UPOBAHMS 6onee 15,0.
13 | Assay/KoanuecTtBeHHOE 9.9 mg/9.9mr From 90mg to 11.0mg of
onpeaesieHUue (98.5 %) Ci1sH13sNO3*C4Hi1NOs (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(e] 1 1,0 Mr C15H13NO3‘C4H1 1N03
(xetoponaka TpoMetamuH) (o1 90,0 mo
110,0 % OT 3asBJICHHOTO KOJIUYECTBA) B

TabneTke
14 | Butylhydroxyanisole 0.0990 mg/tab / Not less than 0.042 mg/tab /
content / CogepxaHne 0.0990 mr B TabneTke He menee 0,042 mr B TabieTke
6yTHIIFH}1pOKCHaHH30ﬂa
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: IIpoxykt coorsercTByeT Tpebosanram HJI 3axmoyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ankit /) IMporepeno: Santosh Kumar | Onobpeno: Menemxep | PykooauTels
ﬂ Maurya { g Abhishek Chauhan {
Reprint Date / Reprint Date / Reprint Date / |
Jara: 15.03.2024 ara: 15.03.2024 Jara: 15.03.2024
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desiccant/HDPE) foil // (PE/AL)
foil. 2 Dlisters with patient
information leaflet in a carton
pack. / Ilo 10 TabneTok B
omucrepe u3  (ITA/AJVIID ¢
prnaronorjoturenem/[19BIT)

dboseru // (II3/AJ]) doneru. Ilo
2 Omuctepa ¢ MHCTPYKLMEH IO

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Okenpece (keToposiak) TabneTky, AHCHEPrHpyemsie B MOJIOCTH pTa, 10 Mr
Batch No / : V2400292 Batch Quantity / : 3600000 tab /
Cepusi Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002448243 Date of Analysis / : 15.03.2024
AHaJHTHYeCKHIi oT4eT Ne Jara asannsza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa nponssoacraa T'oaen fo
Analysis performed according ND / Apanu3s nposenen o HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot
27.12.2021, nzmenenue Ne2 ot 11.11.2022)
Page 7 of 8/ Cxp. 7n3 8
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tablets ina blister of (PA/AL/PE with
' (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1

or 2 blisters with patient information
lcaflct in a carton pack. / Ilo 10
tabneTok B Gnucrepe u3 (ITA/AJI/TID ¢
snaronornorurenemM/[I13BIT) donbru /
(TI3/AJT) donbru. ITo 1 unu 2 GnucTepa
C HHCTpYKLHeil 10 NPUMEHEHHIO B
NayKy KapTOHHYIO.

MPUMEHEHUIO B navky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootrsetcTBuu ¢ HJ|
17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bbliue 25 °C.
Xpasenue
18 | Shelf life / Cpox 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.
* [Ipn BbINYCKe JIEKAPCTBEHHOTO NPENapaTa KOHTPO/Ib KauecTBa Mo nokasareo «Mukpobuonoruyeckas
YHCTOTA» NPOBOAMTES ANs Kaxaoii 20-0ii cepHR, WM I8 OAHOH CepUH B IO, B 3aBUCHMOCTH OT TOr'0, YTO

HACTYIOHUT paHbLUE.

Remarks: The Product conforms to ND/

[pumeuanue: [IpomykT cooTBeTcTBYET Tpeboranusm HJJ

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Jata: 15.03.2024

Hara: 15.03.2024

Prepared by / . Checked by / Approved by: Managgr/Executive /

Ioaroroeneno: Ankit f< Iposepeno: Santosh Kumar | Onobpero: Mexekgp / PYKOBOAMTCITD
\_~| Maurya < Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jlara: 15.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon" Okcrpecc (keToposiak) TabNneTky, AHCIepripyeMple B MoJa0CTH pra, 10 mr

Batch No / : V2400292 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002448243 Date of Analysis / : 15.03.2024
AnanurTnyeckuii oruyer Ne JaTa ana;iy3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026

Jlata npoH3BOACTBA

T mnwr =
L OACH AO

Analysis performed according ND / Ananau3s nposeaen nmo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, uzmenenune Ne2 or 11.11.2022)

Page 8 of 8/ C1p. 8 uz 8

API name / HanmenoBanne A®C:

Ketorolac tromethamine / Keroposaxa

Howmep cepun cydcTanuumn npoussoautens I'JIP:

: ‘ TPOMETAMHH
INN / MHH: Ketorolac / KeToposak
API manufacturer batch number /

Homep cepun npousBoautens APC: ABQHO0G61
FP Manufacturer API Batch number / FEQA00572

API Manufactured by & country /
IIpounseoaurenn APC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Perunu'c JIa6oparopuc JIta., Muaus

Remarks: The Product conforms to ND/
[pumeuanne: IIponykt cooTseTcTBYeT Tpebosanuam HJI

Conclusion: APPROVED /
3axmouenne: OJJOGPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /
Onobpeno: Menenzgp / PykoBoauresib

lloaroTosneno: Ankit qu Ilpoeepeno: Santosh Kumar
. // Maurya ( g - Abhishek Chauhan o (
Reprint Date / Reprint Date / Reprint Date / ‘

Jara: 15.03.2024 Jara: 15.03.2024

Jara: 15.03.2024




