CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHATH3A

Product: Kctorol Express (ketcrolac) Orally Disintegrating Tablets 10 mg
IMpoavii: Keropoa ™ Drenpece (keToponak) Ta0aeTRY, AHCHICPrHPYEMBIE B I0J0CTH D14 10 wmr

‘Batch No / : V2400809 ‘Batch Quantity / ¢ 3600000 tab /

Cepusi Ne 7 _ Obvemcepun 3600000 1ad
Analytical Report No/ : 040002528987 Date of Analysis / : 22.05.2024
AHAAHTHYCCKHIT 0THeT N2 . _ |Aaraanmanuza . B
|Date of Manufacture/ : 0572024 |Date of Expiry / 1 0472026

Jdata nponisoicTsa ‘T'ogen no

Analysis performed according ND / Ananns nposegen nmo HA: ﬁ
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022 o

Page1of8/Cip. 1n38

, Test / MoxazaTens l Results / Pe3ynsuTaThl

o Specification / Hopma
JNE _ | GRS 2
1 | Description/Onucanue Light yellow round flat beveled | Light yellow round flat beveled (ablets ‘
: i tablets with "" dehossed on one | with "|" debosscd on one side.
side. / Kpyrmeie, nnockue | Kpyrawble, nnockuc 1abaeTky ¢ Gackoil,
TabneTkH ¢ (ackoi, CBETAO- | CBETJIO-KENTOrO UseTa ¢ I'PaBHpPOBKOH
AKENTOTO 1BETa C TPasipoBKOH «l» Ha 0ABON CTOpOHE.
«!» Ha OIHOH CTOPOHE,
" B |
2 Identiiication ' TloAMHHHOCTL
Ketorolae / Kemopoaag
i
1
a) By UV Complies / CooTBLTCTBYET UV spectra of the test solution and
Vd-cnekrpohoToMETPHA kelorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). . Y®-cnekTpsl
HOTAOLIEHHA HEMBITYCMOMO pucTaopa i
pacTBOpa  cTanmapiHoro  obpaiua
1 KETOPOJIAKY  TPOMETIMIHA  ROJDAHBI
HMCTh MAKCHMY MEL IIPH O HOD 11108 Ke
{ JUMIE BOMHBI (= 2 HM).
-~ - ~ - T . -
| Remarks: The Product conforms to ND/ Conclusion: APPROVED /
TIpuveuanue: [poaykT cooTBeicTEYeT Tpebosanuam HJT Jaxawuenne; QJIOBPEHO .
Prepared by | Checked by / Approved by: Manager/Lxceeuuve /
IoarorosacHo: Rama Kant ITporepeno: Pardecep Kumar | Onobpeno: Mcnemxep / Pyikoic inicab
Abhishel: Chauhan |
I ~ = _— |
' Reprint Date / Reprint Date / Reprint Date / '
i Hara: 22.05.2024 | Hara: 22.05.2024 _ i Jara: 22.05.2024




CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJHA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoavkr: Keropoa® Bkenpeee (Ketopoiak) TabaeTsy, aucneprupyemele & nonects pra, 10 mr

Batch No / : V2400809 Batch Quantity / + 3600000 tab /
Cepusi Ne ~ Ofmbew cepun 3600000 126
Analytical Report No / : 140002528987 Date of Analysis/ : 22.05.2024
AHATHTHYECKHH 0TueT No J/laTa anaania _ -
‘Date of Manufacture/ 1 052024 iDate of Expiry / 0472026

JdaTta npou3BoACTBA jrouen A0

'Aunalysis performed according ND / Anaaus nposeueu o HA: -
[JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

No |

N Test / ITokaszaTens i Results / Pesynbrarhl Specification / Hopma

| b) By HPLC/B3OXX Complies / CooTBETCTBYET

| the chromatogram of test sclution
| should comespond to that on the
i chromatogram of ketorolac
| tromethamine standard solution (Assay
section). / Bpems  ynepuBanus
CCHOBHOTO TMKA HAa XpoMaiorparme
UCTIBITYEMOI'D  PACTBOPa  AOJIKHO

«KonyecTBeHHOE OTIpeeneHHe ).

Remarks: The Preduct conforms to ND/ L Conclusion: APPROVED /
[Ipumeuanne: Mponvir cooTretcTryer Tpedoranuam HJT Jarawuenue: ONOBPEHO

Prepared by / " Checked by / r Approved by: Manager/Fxecufive /
loarotonteno: Rama Kant | [lposepero: Pardcep Kumar | Onobpeno: Menepkep / 'vioso Uiicib
! . Abhishek Chauhan ,

| i e i e SRR v AT I
! Reprint Date ! Reprint Date / Reprint Date/

| Mara: 22.05.2024 Hara: 22.05.2024 Jara: 22.05.2024

Papc 2 of 8/ Cep. 213 8

The retention time of the main peaﬁc on

: COOTRETCTBOBATh BpEMEHH |
VIEP/KIBAHHA  OCHOBHOrO [HKa Ha |
l I xposartorpamme pacTBoOpa
cTanpapiHoro ofpasua  KeToponaka
| TpomeramiHa (pazne.



CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIH3A

Product: Ketorol Fxpres (ketorolac) Orally Disintegrating Tablets 10 mg
IIponyxr: Keropon™ Dxenpece (he'roponam TabaeTKH, AMCNEPTHPYEMbIE B NONOCTH pTa 10 mr

Batch No / : V2400809 Batch Quantity / : 3600000 tab / 1
Cepua Ne _ iOdwbew cepud 3600000 Tab 5
Analytical Report No / : 040002528987 Date of Analysis / 1 22.05.2024 |
AnajaTHYecKuil oTHeT Ne o |]Ia1a aHaJH3a L |
Date of Manufacture / : 0572024 |Date of Expiry/ 0472026 |
,Z[a-ra NpoH3BOACTBRA ‘F O/1eH 10 '

Analysls performed accordmg ND / Ananus NpoOBeIeH 1o HJI
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

i);i:_-‘k_s_qfs { € Tp. 3u38

I
:I;j" 0 l Test / IloxasaTenn Results / PesynbTaTs! I Specification / Hopma |
3 l Identification Complies / CooTBETCTBYET | The retention  times  of 2- |
E Butylhydroxyanisole / . butylhydroxyanisole and 3-
. lloANMMHHOCTE butylhydroxyanisole peaks on the
By THATHAPOKCHAHH30 chromatogram of the test solution
should correspond by the retention times
to  2-butylhydroxyanisole and  3-
butylhiydroxyanisole peaks on the
chromatoeram of butylhydroxyanisole
standard solution
~ ("Butylhydroxyanisole content”
| section). / BpemeHa yOepKUBaHHA
nuror  2-OYTHATHAPOKCHAHKH3ONA M
3-6y1HArKAPOKCHAHU30MA Ha
XpOMATOrpamMme HCTIRITYEMOTO
pacieopa  AOMKITEL  COOTBETCTBOBATH
BpEMEHAM yIepKHUBAHUS [HKOB
2-6yTH rMAPOKCHAHK30/A i
3-Gy T HAPOKCHAHN301a Ha
1 XpOMaiorpamMme pacTBOpa
‘ CTAHZAPTHOTO ofpasuz
: GYTHATHIDOKCHAHK301 (paspen
| «CogepxaHue
Y THATHIDOKCHAHHIONAY).
4 Average weight / Cpeauss 69.3mg/ 69.3 mr 67.2 my to 72.8 meg (70.0 mg = 4.0 %). /
L | macca Or1 67,2 mr 0o 72,8 mr (70,0 Mr 44,0 %).
%, [ . S, SS— o S
| Remalks The Product conforms to ND/ Conclusion: APPROVED /
. Tlpuveyanue: [IpOAYKT COOTBETCTRYET tpehopanuaM HIL 3akauenne: OJJOGPEHO
[ Prepared by / Checked by / Approved by: ManagerFxecutive /-
TMoaroTosnexo: Rama Kant Tlporepeno: Pardeep Kumar | Onobperio: Menemkep / Py konoa i oL
‘ _ Abhishek Chauhan
Reprint Date / Reprint nt Date / Reprint Date /
Hara: 22.05.2024 l TIala "2 {)5 2024 o Jara: 22.05.2024 N




Prodﬁct" Ketorol Express (}\c"tdmlac) Orall iy ﬁisinteg_r_atﬂl;’fablcis 10 mg

CERTIFICATE OF ANAT YSIS

CEPTHOHUKAT AHAJIU3A

Mpoaykr: Keropon®™ Dkenpece (ketoponak) TabAcTKM, AXCIEPIAPYEMBIE B 1I0510CTH pTa. 10 mr

Batch No/

Cepug Ne

Analytical Report No /
AnanuTHyecknii oTyer No

1 V2400809

1 040002528957

‘Date of Manufacture /
_]laTa NPOH3BOACTEA

: 0572024

1 OIeH 110

' Analysis performed according ND / Auaaus nposeacH 1o H.;l
|JITI-004929-011119 (amend Nel from 27.12.2021. amend Ne2 from 11112022 '

Batch Quantity /
Obbem cepun

: 3600000 tab /
3600000 126

Date of Analysis/ . 22.05.2024
daTa anannia o o
‘Date of Expiry / 04,2026 é

_ Vage4of 8/Crp. 4 u3 8

No Test / [TokazaTens i Results / PesynbraThl ‘ Specification / Hopma
"""" | Uniformity of weight / Complies / Cootserctayer | 18/20 tablets - not more than * 10% |
OAHOPOIHOCTL MaCChl 2/20 tablets - not more than = 20 % /
{ 18/20 Tabnerox — He boiee + 10 %
2/20 Tabacrok — He Bonee £ 20 %
5 | Di“s-i‘ntegratiun time / "~ U0 min 18 sec / 00 Muu 18 cex Not more than 3 min / He Gonee 3 M
PacnapaemocTnb
6 . Dissolution / PacreopeHne | Unit-1/ Tafn-1 " 101% . Not less than 75% (Q) Cof |
. i CysHjsNO3+CeI1 | NO; (ketorolac
nit- 61-2- 0
Unit-2 / Tabs1-2 % | tromethamine) in 15 min / He menee
Unit-3 / Tadn-3 103% 5% Q) CisHiaNO3+CiHiNO;
. . (KeToponaka  TPOMETAMHH)  udepes
Unit-4 / Taba-4 102% 15 mMum
Unit-5 / Taba-5 102%
| Unit-6/ Tabn-6 103%
7 . Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through 2
AiicniepenocTs 710 um sieve is formed. / O6pasyeTtci
OTHOPOIHAS CYCTICH3MA, MPOXOAA1Nas
CKBO3b CHIN € pazMepoMm oTeepctufi
710 MxM.
| Remarks: The Product conforms to NI/ Conclusion: APPROVED/ |
[pumecuanue: TTpoviT cooTreTcTRYeT TpedosanuaM HJT Jakmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager Executive /
[logrorosacHo: Rama Kent [lposepeno: Pardeep Kumar | Opobpeno: Mencoaep / Pywosoiiiieai
Abhishek Chauhan { {
Reprint Date / Reprint Date / Reprint Date /

22.05.2024

J.aTa

ZiaTa:r 22.05.2024

|Bme:22052004 |




CERTIFICATE OF ANALYSIS
CEPTUOHKAT ABAJIH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykt: Keropon™ Dxempece (ketopoax) TafieTki, MMENCprHpYeNBIC B nonocTh pra. 10 v

Batch No / : V2400809 Batch Quantity / : 3600000 tab /
Cepusn Ne _ ~ OGwem cepun _ 3600000 Tab B

| Analytical Report No / : 040002528987 Date of Analysis/ : 22.05.2024

| AnaJHTHYeCKui 0TueT N o o JlaTa aHanu3a - ]
iDate of Manufacture / : 05/2024 Date of Expiry/ : 04/2026

i/laTa npoH3BOACTBA T'onen a0

' Analysis performed accordi:lg ND / Ananus npoaeﬁenmng"H,}_I:
JI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page50f 8/ Cip. Sus 8

E 8 Related impurities / PoacTBeHHbIC npumMecH T
{ “ketorolac 1-hydroxy a_mlog [ Bdnw LOQ (LOQ =Eog§27°)f | Not more than 0.5 % / He Gonee 0,5 %
1-rugpoxcuaHanor ; Huke nipenena KoAHYCCTBEHHOTO
KeTopoaxa onpeseiennn ([TKO = 0.0032 %)
ketorolac 1-keto analcg/ o Not more than 0.8 %77!-17660178&:70}3 %
1-KeToaHA 10T KETOpOaKa 0.04 %t
| Any unidentified impurity /| Not more than 0.5 94/ He 6oaee 0,5 %
| eIUHKHYHAL
| HeMAeHTHGMLHpPO2aHHaS 0.02 %
‘ NPUMECE
\ N . ey 5 - ot
| Total impurities / 0.1 % Not more than 1.0 % / He bonee 1,0 %
‘ . Cymma npumeceit
9 _‘;' Water / Boaa T 24% Not more than 7.0% w/w / -
i He 6once 7,0 % |

10 | Residual solvents by GC/ OcTaTotibie oprayitiecikiie pacTsopiTend g

ngrgpyl alcohol / 16 pg/tab / | Not morc than 350 pg/tab / |
WMzonponaton . 16 mxr B Tabnetke He 6onee 350 wxr B TabneTke

Remarks: The Product c_bﬁ”orms to ND! - Conclusion: APPRO:GEsz

ITpunedanne: POyl cooTRETCTENCT i PeloBaHMM HA 3akarogenue: OJJOBPEHO i
i Prepared by / Checked by / Approved by: Munager/dixeeutive / ;
! IoproToraeno: Rama ham Hpoeepeno: Pardeep Kumar | Onobpeno: Menemkep Pyionoanrmeat
o b“.»(_f_ Abhishek Chauhan I.'! ; !

4 |

Reprint Date / i Ii:print Date/ Reprint Date /
 Jata: 22.05.2024 Hara: 22.05.2024 | /lara: 22.05.2024

e




CERTIFICATE OF ANALYSIS

CEPTHOPHUKAT AHAJIH3A

Product: Ketorol E\pxe\s (ketorolac) Orallvﬁsixit@ﬂﬁmg -Tabletsﬁmg
TIpoaykT: Keropon” Dkenpece (keToponax) TabAeTKH, AHCNCPTHPYEMLIE B IIO0CTH pTa 10 mr

‘Batch No/ : V2400809 Batch Quantity / : 3600000 tab /
Cepm: Ne o Ofbem cepun 3600000 Tab
Analytical Report No / : 040002528987 Date of Analysis/ . 22.05.2024
AHaJHTHYECKHH 0T9eT No JlaTa aganu3za -
|Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026

Jara npomao TCTBA I"o,uen no

Amhﬂs performed according ND / Anaaus npoae,leu o HA:

JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Pagc60f8/Crp. 6 w3 8

i 11 I Microbial enumeration tests / ’\flnxpoﬁuonoruqec:{aﬂ yucroTa*®
| a) Total Aerobic Microbial |  NA Not more than 1000 CFU/g /
; Count / Obuiee wucho He Gonee 1000 KOE/r
; a3pobHbLx MHKPO-
OprBHHBMO‘J
b) Total Combined Yeast | NA Not more than 100 CFU/g /
' i and moulds count / Obizce He Sonee 100 KOE/r
; HHCAO JPOHKIKEBBIX H
! necHesbix IpHoOB
| ¢) Escherichia Coli NA * Shell be absent in 1 gram /
OTtcyretBue B 1 1
;12 Uniformity of dosagtrunits r 61 Accep tance value (AV) not more than
OaHOPOAHOCTE 15.0 / IlpuemoyHoe 3Haueruc (AV) He
AO3HPOBAHUA . Gosnee 15,0.
13 Assay / KoaHuecTBeHHOE 99 mg/ 9.9 wmr " From 9.0 mg o 110 m,gw of
onpejeneHHe (99.2 %) CisH1sNO3C4H (NOs (ketorolac
tromethamine) (from $0.0 to 110.0 % of
the label claim) per a tablet / O1 9.0 Mr
a0 11,0 Mr C15H13N03'C'Hn?\503
(keToponaka TpoMeTaMmuH) (ot 90,0 no |
110,0 % oT 3asABJieHHOIC KOJMU'LECTRA) B
TabaeTke
14 Butylhj.?droxyanisole 0.0955 mg/tab / Not less than 0.042 my 'tab / ]
content /  Conepskaiiue 0.0955 mr B Tabaetke He menee 0,042 mr B TabneTre
6yﬂmnmpmccuaﬂ H30.1a

Remarks: The Product conforms to ND/
- Tpumeyanne: TIPOJIVKT COOTBETCTBYET TPCOOBAHHAM HJ

Conclusi_on: API—’ROVED / '
Zaxnovenue: OJOBPEIO I

I Prepared by / Checked by / ‘ |
[MonrotosncHo: Rama Kant [1posepenc: Pardeep Kumar

|1
i
il

' Reprint Date /
| Hara: 22.05.2024

|
Reprint Date / \
Trra: 22.05 2024 k

Approved by: Manager/Ixeeutive /

| Onobpero: Muncaassp / Py woroaiein
- Abhishek Chauhan i

Re prn-. Date/
Hara: 22 05.2024




CERTIFICATE OF ANALYSIS
CEPTHPUKAT AHAJIM3A

'Product: Kctorol Exprbss (ketorolac) QOrally Disintegrétﬁé Tablets 10 mg

| ;
Tpoavkr: Keropos ® Dxenpece (keroponak) TadeTKH, AHCNEPrupyenbie B MOSOCTH pTa, 10 Mmr

iBatch No / 1 V2400809 Batch Quantity / + 3600000 tab /
Cepus e Ofnem cepun 3600000 7a6
Analytical Report No / : 040002528987 Date of Analysis / 1 22.05.2024
'AnaauTHyecknii oryer Ne ~ Mata ananu3a i ]
EDate of Manufacture / : 05/2024 Date of Expiry / : 0472026 ‘
Jlara npou3Bo(cTBA Toaen no

Analysis performed according ND / Anamuz nposenen no HJI:

JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022 N

o - . PageTof 8/ Cip. 7Tusz 8

| 15 | Package/Ynakoska 10 tablets in a blister of  10tabletsina blister of (PA/AL/PE with i
(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. / ITlo 10

{‘ information leaflet in a carton | Tabnerok B 6muctepe n3 (TIA/AJ/IID ¢ |

\

. pack, / Tlo 10 rabnerok B | Bnaromoriorurenem/TI2BMN) doisru //
Onucrepe w3 (MMA/AJVIID ¢ | (T12/AJD) doabru, [lo 1 unu 2 Gnucrepa

! ‘ Braronornoturenem/[1OBIT) C MHCTPYKUHEH NO DNpHMEHEHHID B

tomeru // (T13/AJT) doneru. ITo | navky KapToOHHYIO.

2 Gnucrepa ¢ HHCTPYKUMER 10

i NpMEHEHHIO B nauky
|

KapTOHHYIO.

16 ;hrri:rabeling / MapkspoBKa

According to ND / B coorsetcTRHM ¢ H]J

v -Sioragc conditions / | Below 25 °C./ [Mpu Temmcpa_T)_ffJE: He Boine 25 °C.
XpauneHue
| 18 | Shelf life / Cpox roanocTu ‘ 2 years /2 rona o - -
|

L. S |

* 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 BBINYCKC JIEKAPCTBEHHOIO NPCHAPaTa KOHTPOIL KAYeCTBA N0 NOKA3ATAI0 «Murpobuoioriyectan
UHETOTA» NPOBOAMTEA AN KasKioi 20-0if cepuu, HAM AAS OAHOM CePHIL B I'0i, B 3ABHCHMOCTH OT TOFO, UTO
HACTVIHT pPaHblLe.

. Remarks: The Product conforms to ND/ Conclusion: APPROVED / ]
Mpuyveuanue: [poaykr cootetcTayer TpeGosanusm H/T 3axaouesne: OJOBPEHO

rl Prepared by / Checked by / Approved by: Manager:Fxceutive /

i Tlonrorosieno: Rama Kant Iposepeno: Pardecp Kumar | OnoBpeno: Meunemikep / PykosonuTens |
| _ Abhishek Chauhan | /

l Reprint Date / Reprint Date /

i R<:;\1~ir_'-m})ate /
{ Hata: 22.05.2024

Hara: 22.05.2024 Hara: 22.05.2024




CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHA TH3A

‘Product: Ketorol Express {ketorolac) ():—él'i'y Eisime;{rgt"i-np Tablets 10 mg S

TIpoayxt: Ketopoi™ Ixenpece (keToponak) 1aderky, AHCTICPrpyeMbIC B NONOCTH pra, 10 mr

{Batch No/

Cepna No

Analytical Report No /
Anaaurudeckuit oTyer Ne
‘Date of Manufacture /
Jara npoussoacrea

: V2400809
: 040002528987

1 U52024

Oonem cepun

Batch Quantity /

: 3600000 tab /

3600000 Tab
Date of Analysis/ : 22.05.2024
Hata anaausa
Date of Expiry /
Toaen a0

. 04/2026 T

Hﬁaﬁ'sis performed according ND / Anannz nposexen no HJI:

JII-004929-0111 19 (amend Nel from 27.12.2021, amend Ne2 from 11112022 J

APIname / H:]I!MCHOBBHHCZMA(DC!

| INN/ MHH:
| API manufacturer batch number /
Homep cepust npoussoanTtens ARC:
EP Manufacturer API Batch number /
_Howmep cepuu cyberanuuu nponssoanteas DIID:
API Manufactured by & country/
IﬂEOEiBOﬂHTBJIb ADC, crpana:

Pagc8of8/C1p. 8u3 8
Ketorolac tromethamine / Ketoponaka i
_ TNOMETaMUH
. Ketorolac / Ketoponak |

‘ ABRH002636, ABRH001513

‘ FERA00192, FERAQ0143

Dr. Reddy's Laboratories Ltd., India /
M-p Peamir'c Jabopatopuc JIta., Huaus

” Remarks: The Product conforms to ND/
Tpumedanne: [Ipogy k1 cOOTBLTETEY €T TpeBOBaHHAM HI
. Prepared by / Checked by /

! TTogrotoeneno: Rama Kant

i, \
Ll '

Mposepeno: Pardesp Kumar

Conclusion: APPROVED /
Jarmovenne: OJIOLPEYHO
Approved by: ManagerFxcoutive /
OnobpeHo: Menekep, Pyxosoiuire i
Abhishek Chauhan

Reprint Date , ! '
Hara: 22.05.2024

Reprint Date /
Jara: 22.05.2024

| Jlata: 22.05.2024



