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CERTIFICATE OF ANALYSIS

Farrauiation Unit-6
VL Ehof, Mal woad, Tacids,

CEPTHO®UKAT AHAJII3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon™ Bkenpece (ketoponak) Tabierky, AMCneprupyemsie B nojoctd pra, 10 mr

Batch No/ 1 V2400407 Batch Quantity / : 3500000 tab/ |
Cepusi Ne Qbbem cepnn 3500000 Tab
Analytical Report No / : 040002471943 Date of Analysis / 1 02.04.2024
AHaJIHTHYECKHIT oTdeT Ne Jara ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026

JiaTa npoH3BoOICTBA Toxen o

Analysis performed according ND / Ananuz nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, namenenne No2 ot 11.11.2022)
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No

No Test / IloxkasaTenn

Results / PezynbTaTsl

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnele, mnockue
TabneTku ¢ ackoi, CBeTIIO-
MEJTOTO LBETa C IPaBUpPOBKON
«l» Ha ofHOM cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyruele, nnockue Tabnetku ¢ packoii,
CBETIIO-XKENTOr0 L[BETA C [PaBHPOBKOLL
«l» Ha oxHolt cTOpOHE.

2 Identification / ITog1MHHOCTE

etorolac / Kemopoaax

a) ByuUv/
V&-cniektpodoromeTpus

Complies / CooteeTcTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2nm). / Y®-cnextpsl
TOTJIOEHNA HCIIBITYEMOr0 PacTBoOpa |
pacTeopa  CTaHiapTHoro  obpasua
KETOpONaka TPOMETaMHHa JOJKHBI
HMMETE MAKCHMYMBI DU OJHO U TOH e
IUTHHE BOJTHBI (% 2 HM).

Remarks: The Product conforms to ND/

Hpumeuanue: ITpoaykr coorserceyer TpeGopanmsam HJJ

Conclusion;: APPROVED /
3axmogenue: OJJOBPEHO

Prepared by /
IloaroroBneno: PraXsh Rana

Checked by /
Iposepero: Rama Kant

Qusbort”

Approved by: Manager/Executive /

Ono6peno: Meremxep / Pykopogurens
Manoj Kumar j l u lﬂ_

Reprint Date /
Hara: 02.04.2024

Reprint Date /
Hara: 02.04.2024

e

Reprint Date /
Hara: 02.04.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATHZA

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyrr: Ketopon™ Dkenpece (keroposiak) Tabneriu, Mcniepripyemsle B noioctu pra, 10 mr e

Batch No / : V2400407 Batch Quantity / : 3500000 tab /
Cepnst No O6bem cepun 3500000 T26
Analytical Report No / : 040002471943 Date of Analysis / : 02.04.2024
ABaaHTHIECKHIT oTYeT No Jara avanmmza

Date of Manufacture / ¥ 03/2024 Date of Expiry / 1 02/2026
Jlata nponseoacTBa Topxen mo

| Analysis performed according ND / Ananus npoeexen mo HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenme Nol or

27.12,2021, namenenne No2 ot 11.1 1.2022)

Page2 of 8 /Crp.2 us 8

No

e Test / IloxazaTtens Results / Pesynprarst Specification / Hopma

b) By HPLC / BBKX Complies / Cootsercrayer 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). / Bpema ynepwuBauus
OCHOBHOTO IIMKA2 Ha XpOMarorpaMme
HCIILITYEMOr0  pacTBOpa  JOJDKHO
COOTBETCTBOBATD BpEMEHHU
YOEPXKHBaHHA OCHOBHOIO THKA Ha
Xpomarorpamme pactBopa
CTaH#apTHoro ofpasuma KeToposaka
TpPOMETaMHHa (paszen
«KonuyectBennoe onpenenenuey).

Remarks: The Product conforms to ND/ | Conclusion: APPROVED /
[pumetanue: [poaykT coOTBETCTBYET TPeGOBAHISN HI axmogenune: QJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Toaroroeneno: Prayesh Rana IIposepeno: Rama Kant Onobpeno: Menemkep / Pykosoaurens
T )‘f/" Manoj Kumar :-"h i-!!g@

Reprint Date / Reprint Date / Reprint Date /
Jara: 02.04.2024 Hara: 02.04.2024 Hara: 02.04.2024
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CERTIFICATE OF ANALYSIS . .0~
CEPTH®HKAT AHAJIN3A ‘ :

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon™ Dxenpece (keroponak) TabneTku, AKCHEPrUpYeMBbIe B noiocTH pra, 10 mr

Batch No / : V2400407 Batch Quantity / : 3500000 tab /
Cepust N Obnem cepuHH 3500000 tab
Analytical Report No / : 040002471943 Date of Analysis / : 02.04.2024
ApanuTaYyeckHii oruyer No Jara ananuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jdata npoun3goacTBa T'onen go

Analysis performed according ND / Anaanz nposeged mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, namenenne No2 or 11.11.2022)

Page3 of 8 /Crp. 3 3 8

No
Ne
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HopsuHHOCTH butylhydroxyanisole peaks on the
OyTHArHApOKCHAHU3O0N 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 ynepXHBaHHs
NUKOB  2-OYTWIrMAPOKCHAHU30NA M
3-0yTUNTUAPOKCHAHU30IIA Ha
XpoMaTorpamme HCIBITYEMOI o
pacTBopa [IOMKHBI COOTBETCTBOBATH
BpEMEHaM YAEpXKUBAHUA ITHKOB
2-6yTHITHAPOKCHAHHU30/IA u
3-6yTHATHOPOKCHAHU30JIa Ha
XpOMaTorpamMmmMe pacTsopa
CTaHIapTHOIO obpazua
6yTHITHAPOKCHAHU30Na (pazmen
«Conepxanue
OYTHITHAPOKCHAHH30Ma»).

Test / Ilokasarenn Results / PeaynbsraTh! Specification / Hopma

4 Average weight / Cpeansasn 69.3 mg/ 69.3 mMr 67.2 mgto 72.8 mg (70.0 mg + 4.0 %). /
Macca Or 67,2 Mr o 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Hpumenanse: [poaykT cooteetcTByer TpebosanmsM HJT 3axmouenue: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: PrfRam INporepeno: Rama Kant Onro6peno: Menemxkep / PykoBoguTéns

Manoj Kumar @"J

Reprint Date / Reprint Date/ ' Reprint Date /
Hara: 02.04.2024 Hara: 02.04.2024 JHara: 02.04.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon™ Dxenpece (ketoponak) tabnerky, AMcneprapyemsie B nonocts pra, 10 Mr

Batch No/ : V2400407 Batch Quantity / : 3500000 tab /
Cepnz Ne O6nem cepun 3500000 tab
Analytical Report No / : 040002471943 Date of Analysis / : 02.04.2024
ABaTHTHYeCKHH oTyeT No Jarta ananuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara npoH3BoACTBA Toxen no

Analysis performed according ND / Auasns nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11.11.2022 / ismenenne Nel ot

27.12.2021, uamenenne No2 or 11.11.2022) =)
Page4of8/Cyp.4m3 8
31:. 0 Test / IloxazaTensn Results / Pesynbratst Specification / Hopma
Uniformity of weight / Complies / CootBetcTRYET 18/20 tablets - not more than + 10 %
OnHopoaHOCTL MACCHI 2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He 6Bonee =+ 10 %
2/20 Tabnetox — He 6onee + 20 %
5 | Disintegration time / 00 min 21 sec/ 00 Mun 21 cex Not more than 3 min / He 6onee 3 Mun
Pacnagaemocts
6 Dissolution / PacTeopenue Unit-1 / Ta6n-1 106% Not less than 75% (Q) of
. CisH;3NO3*C4H [ NO; (ketorolac
Unit-2 / Ta6n-2 st tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 105% | 75% (Q  CisHisNO3*C4H1NO;
. (xeToposiaka  TPOMETAMHH)  dYepe:
Unit-4 / Tabn-4 104% W5 o
Unit-5 / Taba-5 104%
Unit-6 / Ta6n-6 104%
7 Fineness of Dispersion/ Complies / CooTseTcTBYET A uniform suspension passing through a
Jucnepcnocts 710 pm sieve is formed. / O6pasyerca
OIHOPOIHAA CYCHEH3HA, [POXOMAIAT
CKBO3b CHTO C pa3MepoM OTBEPCTHif
710 MxM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Hprmeyanue: Mpoaykr coorserctayer tpeGopanmam HJT 3akmouenne: QJIOGPEHO
Prepared by / Checked by / . Approved by: Manager/Executive /
[Toaroroeneno: Praveth Rana | Ilpoeepeno: Rama Kant Onobpeno: Menemxep / Pykoroantess
Manoj Kumar '
. '_/
Reprint Date / Reprint Date / ; Reprint Date /
JHara: 02.04.2024 JHara: 02.04.2024 Hara: 02.04.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTM3A

’Ejoduct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[ITpoayxT: Ketopon™ Bxenpece (keroponak) tabierky, AMCHEPIUPYEMBIC B IONOCTH pra, 10 Mr

Batch No / 1 V2400407 Batch Quantity / : 3500000 tab /
Cepusi Ne Ob6wem cepni 3500000 tab
Analytical Report No / : 040002471943 Date of Analysis / : 02.04.2024
ABaguTHyeckMi oTyeT No Jara ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jlara npon3BoacTBa T'open go

Analysis performed according ND / Ananus nposenen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11.11.2022 / usmenenue Nel oy

27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page5of 8 /Crp. 5u3 8

8

Related impurities / PoacTBennbie npumecy

ketorolac 1-hydroxy analog /
1-ruapoxcuaHanor

Below LOD (LOD = 0.0010 %) /
Huxe npenena o6napyxenus (T10 =

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

KETOpOsaKa 0.0010%)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
l-xeToaHanor xkeropoiaka 0.08 %
Any unidentified impurity / " Not more than 0.5 % / He 6onee 0,5 %
eAUHWYHAS
HEMJEHTUPUIINPOBAHHAS 0.02 %
NIPHMECH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npuMeceit

9 Water / Bona 23% Not more than 7.0% w/w /

He 6onee 7,0 %

10 Residual solvents by GC/ OcTtarousbie opranu4eckne pacTBopHTENH

14 pg/tab / Not more than 350 pg/tab /
14 mxkr B TabneTke He 6omnee 350 Mkr B TabneTke

Isopropyl alcohol /
Hzomponanon

Conclusion: APPROVED /
3axmouenue: OOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemwxep / Pykoeojnrens
Manoj Kumar -

Remarks: The Product conforms to ND/

TIpumenanue: [Iponyxr cootBeTcTBYET TpeGoBanuam HJT
Prepared by / Checked by /
Iloarorosneno: Praveslf Rana | IMposepeno: Rama Kant

/ i -~
Reprint Date / ke Reprint Date /
Hara: 02.04.2024 Hara: 02.04.2024

Reprint Date /
Hara: 02.04.2024

3, Ranjzexilills, Hyderabad - 5000
Al ioailied
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CERTIFICATE OF ANALYSIS oo ol o
CEPTHOUKAT AHAJIIZA

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxyxt: Keropon® Dxenpece (ketoponak) Tabnerky, AHCAEprupyeMble B MONOCTH PTa, 10 Mr

Batch No / : V2400407 Batch Quantity / : 3500000 tab /
| Cephs Ne O6beM cepuH 3500000 Tab
Analytical Report No / : 040002471943 Date of Analysis / : 02.04.2024
AnaiuTHYecKHil oTdyer No Jara anann3a

Date of Manufacture / : 03/2024 Date of Expiry / t 02/2026
Jara npon3BoacTBA T'ogen mo

Analysis performed according ND / Ananu3 nposeaex mo HJ/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel o1

27.12.2021, namenenne No2 ot 11.11.2022)

Page 60of 8/ Crp. 6 3 8

11 | Microbial enumeration tests / MuxpoGHosornyeckasn yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6uiee yucio He 6onee 1000 KOE/r
23po6HbBIX MUKPO-

OpraHx{3MOoB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61iee He 6onee 100 KOE/r

YUCJIO RPOWOKEBBIX U
IUIECHEBLIX IPUOOB

¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytctBue B I ¢

12 Uniformity of dosage units / 23 Acceptance value (AV) not more than
OaHOPOAHOCTH 15.0 / IlpuemouHoe 3HaueHue (AV) He
NO3HPOBAHHS Gonee 15,0.

13 | Assay/KoauuecTBeHHOE 9.8 mg/9.8mr From 90mg to 11.0mg of
onpeae/eHue (98.2 %) CisHi3sNO3°C4H 1 1NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
0o 11,0 Mr  CisHi3NO3*C4H 1 NO3
(xeToponaka tpomMeramuH) (ot 90,0 mo
110,0 % OT 3aABNEHHOTO KOJIHYECTBA) B

TabneTke
14 | Butylhydroxyanisole 0.0959 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0959 mr B Tabnerxe He menee 0,042 mr B Tabnetke
6y THArHAPOKCHAHH30Ja
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpameuanue: [lpoaykT cooTBeTCTRYET TpeboRaHHaAM HJI 3aknwuenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Togrotorneno: Pravesh Rana | ITpoeepero: Rama Kant Onobpeno: Menemiep / PykopoJiHTeNb
W _ Manoj Kumar \ ; 2 E?
e . (@
Reprint Date / Reprint Date / J Reprint Date /

Hara: 02.04.2024 Jara: 02.04.2024 Hara: 02.04.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

p 1] p

Batch No/ 1 V2400407 Batch Quantity /

Cepuian Ne O6bem cepHH 3500000 Tab
Analytical Report No / : 040002471943 Date of Analysis / : 02.04.2024
Ananprayueckuii oruer No Jara anannza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTa npoH3BOACTEA T"open mo

Analysis performed according ND / Apanuns nposenen no H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 7 of 8 /Crp. 7z 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
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Tabnertok B Gructepe u3 (ITA/AJUTID ¢
pack. / Tlo 10 Ttabnerox B | BmaronornotuteneM/IIOBI) doneru //
6nucrepe us ([JA/AJIID ¢ | ([13/AJ) doneru. ITo 1 unu 2 6nucrepa
snaronoraorurenem/[I3BIT) C HHCTPYKIHMEH IO MPUMEHEHHIO B
¢onsru // (I13/AJ]) donpru. Ilo | mauKy KapTOHHYIO.

2 6nucTepa ¢ HMHCTPYKLUEH IO
NPUMEHEHHIO B MauKy
KapTOHHYHO.
16 | Labeling / MapkupoBka According to ND / B coorercTsru ¢ HJI
17 | Storage conditions/ Below 25 °C. / Ilpu Temneparype He Bbliue 25 °C.
XpaHeHue
18 | Shelflife / Cpox roanocTu 2 years /2 ropga

* 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 BLINYCKeE JeKAPCTBEHHOro PeNapaTa KOHTPOJIb Ka4ecTBa Mo nokasarteto «MukpoGuonoruieckas
YHCTOTA» NPOBOJUTCS ATA Kaxnoii 20-0# cepuH, HJIN I OAHOH CEPHH B I0A, B 3aBHCHMOCTH OT TOrO, 4TO

HACTYIHT paHbIIIE.

Remarks: The Product conforms to ND/
ITpumenanne: [Ipoaykr cooteercrByeT Tpebopanusm HJT

Conclusion: APPROVED /
S3axmiouenue: OJOBPEHO

sk Oificer &

T AL R

Prepared by / Checked by / Approved by: Manager/Executive /
[TogrorosneHo: Pravesh Rana | [posepeno: Rampa Kant Onobpeno: Menemkep / Pykosoaurens
@ mﬁ Manoj Kumar :
g _ ALl
Reprint Date / Reprint Date / Reprint Date /
Jata: 02.04.2024 Jara: 02.04.2024 Jara: 02.04.2024
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CERTIFICATE OF ANALYSIS e

CEPTHA®HAKAT AHAJIAZA

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dkenpece (ketoposnak) TabneTky, Acneprupyemsle B Nof0cTH pra, 10 mr

Batch No / 1 V2400407 Batch Quantity / : 3500000 tab /
Cepna N O6bemcepur 3500000 Tab
Analytical Report No / : 040002471943 Date of Analysis / : 02.04.2024
AHaNHTHYCCKHH 0THeT No JiaTa ananmza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTa mpoH3BoOACTEA Tonen oo

Analysis performed according ND / Auanuz nposeaen mo HJI;
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, namenenne Ne2 or 11.11.2022) . u )
Page8of 8 /Crp.8uz 8
API name / HaumeHoraHue ADC: Ketorolac tromethamine / Ketoponaxa
TpOMETAMHWH
INN/ MHH: Ketorolac / KeToponakx
API manufacturer batch number /
Howmep cepuu nponssoniress ADC: IO ILYO0S
FP Manufacturer API Batch number /
HoMep cepun cybcranunu nponssoaurens LJID: 1B O
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
ITponssoautens AMC, cTpana; I-p Pennu'c Jlaboparopuc Jita., Unaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: IIpoaykT éoorsercTByer TpebGoBanmsam H]I 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
HNoarorornexo: PraveslyRana | ITposepeno: Rama Kant Onobpeno: Menemxep / PyxoBogurens
%mﬁ Manoj Kumar W
Reprint Date / Reprint Date / \ Reprint Date /
Jara: 02.04.2024 Jara: 02.04.2024 Hara: 02.04.2024




