Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Skcnpece (ketoponak) TabneTky, AUCTICPTHPYEMBIS B ITOJI0CTH PTa, 10 mr

Batch No / : V2400403 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepHH 3600000 Tab
Analytical Report No / : 040002463434 Date of Analysis / : 27.03.2024
AnaiuTH4ecknii oTaer Ne Hara ananmsa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
AdaTda Nnpon3BOACTBA Tonen 1o

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

27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page1of8/Crp. 1 n3 8

V®-cnekrpooTOMETPHUA

1}? Test / [ToxasaTens Results / Pe3ynbTaTel Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyrmsle, nnockue | Kpyrnsie, nnockue TabneTku ¢ $packo,
Tabnetkn ¢ ¢ackoi, CBETNO- | CBETNO-KENTOTO NBETA C IPABHPOBKOK
KEJITOr0 LgeTa C TPaBMPOBKOM | «I» Ha ofIHOM CTOpOHE.
«l» Ha opHOM CTOpOHE.
2 Identification / ITo/UTHHROCTB
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®-cnexTpsl
NOIJIOIIEHHS MCIIBITYEMOr0 pacTeopa U
pacTBOpa  CTaHJapTHOro  ofpasna
KETOpOJIaka TpPOMETaMHHA  JO/XHBI
UMETh MAKCUMYMR TIPW OTHOW W TOH Ke

JUIMHE BOJHBI (+ 2 HM).

Remarks: The Product conforms to ND/
[pumeuanne: ITpoaykr coorsetcTayet Tpebopanusam HJI

Conclusion: APPROVED /
Zakaouenue: OJJOBPEHO

Prepared by /

I

IToarorosneno: Ankit ﬂ
A -
i 1~ | Maurya

Checked by /
ITposepeno: Santosh Kumar

Approved by: Manager/Executive /

Onobpeno: MeHemkep / PyKOBOAUTEND
Pavan Kumar Sharma |’ /’

Reprint Date /
Hara: 27.03.2024

Reprint Date /
Jata: 27.03.2024

Reprint Date / -
Jara: 27.03.2024

stad - SO003G, Telipeans, Indk
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Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoayxT: Keropon® Oxcnipece (keToposak) TabneTkH, AUCHeprupyeMbie B NONOCTH PTa, 10 Mr

Batch No / : V2400403 Batch Quantity / : 3600000 tab /
| Cep s Ne O6nem cepuu 3600000 Tab
Analytical Report No / : 040002463484 Date of Analysis / : 27.03.2024
Anpahurageckuii oryer Ne Jarta anannza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026-
JiaTa npoH3BOACTEA Tojen xo

Analysis performed according ND / Ananu3 nposexen mo HJI:
JIN-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, namencune No2 ot 11.11.2022)

Page2 of 8/ Crp. 2 u3 8

No

o Test / IokasaTennb

Results / Pe3yibTaTh!

Specification / Hopma

b) By HPLC / B3XX

Complies / CoOTBETCTRYET

The retention time of the main peak on
the chromalogram of test solution
should correspond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpema  ynepuBaHHs
OCHOBHOIO MNHKAa Ha XpoMartorpamMme
HCIBITYEMOTO  PacTBoOpa  HOJDKHO
COOTBETCTBOBATh BpEMEHH
yIepXKUBaHHA OCHOBHOIO IHMKa Ha
XpoMaTorpaMmme pacTBOpa
cTaHmapTioro ofbpaslia KeToponaka
TpOMETaMuHa (pa3nen
«KONMYECTBEHHOE OTPENIENICHUEN).

Remarks: The Product conforms to ND/

Ipumeuanue: IIpoaykT cooTBeTCTBYCT TpeGoBanuam HJI

Conclusion: APPROVED /
3axnwuenue: ONOBPEHO

Prepared by / o Checked by / Approved by: Manager/Executive /

TTuarutusienu. Ankit 1 Tposepeno: Sautosh Kumar | Opo6peno: Mencpkep / DykoBogare
//,,.f Maurya Qﬂ_ . Pavan Kumar Sharma ‘-f”y

Reprint Date / Reprint Date / Reprint Date / ~

Hara: 27.03.2024 Hata: 27.03.2024 Hara: 27.03.2024
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CERTIFICATE OF ANALYSIS 3198386 56001
CEPTHUDHKAT AHAJI3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Dxcrnpece (ketoponak) Tabnerku, AnCnepriipyes sle B nionocT pra, 10 Mr

Batch No / : V2400403 Batch Quantity / : 3600000 tab /
Cepus Ne Qb6BeM cepun 3600000 Tab
Analytical Report No / : 040002463484 Date of Analysis / : 27.03.2024
ApanurHueckuii oruer No JlaTa ananun3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa NpOH3BOJACTBA Toaen o

Analysis performed according ND / Ananus nposexen mo H/L:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel or

27.12.2021, n3menenne Ne2 or 11.11.2022)
i Page3 of 8 /Crp.3 u3 8

No
No
3 Identification Complies / CoOTBeTCTBYCT The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3=
IopMHHHOCTD butylhydroxyanisole peaks on the
OYTHITHAPOKCHAHH3IO chromatogram of the test solution
should correspond by the retention times
to 2-butylhydroxyanisole and  3-
butylhydroxyanisole peaks on the
chromatogram of butylbydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / DBpemeHa yAepXuUBAHHUA
MHKOB  2-OyTHATMIPOKCHMAHH3ONA U
3-6yTIITHAPOKCHAHH30IA Ha
XpoMaTorpaMme HCIIBITYEMOro
pacTBOpa JHOMKHBI COOTBETCTBOBATh
BpeMeHaM yIep>KUBAHUA MHKOB
2-6yTUNTHAPOKCHAHH30JIA 3¢
J-OYTITHAPOKC NI {E]
XpoMaTorpaMme pacTeopa
CTaHOAPTHOTO obpasua
OYTHITHAPOKCHAHH30MA (pazmen
«CoaepxaHue
GYTIITMAPOKCUAHH3ONAY).

Test / [loxazaTenn Results / Pe3ynbTaTh! Specification / Hopma

4 Average weight / Cpeansist 70.0 mg / 70.0 mr 67.2 mgto 72.8 mg (70.0 mg + 4.0 %)./
macca Ot167,2 Mr 00 72,8 mMr (70,0 Mmr+ 4,0 %).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [Ipomykt coorsercTByeT TpeboBatuam HII Zaxmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoarorosneno: Ankit , | Mposepeno: Sa@hl{umar Opobpero: Menemxep @;{M&ﬂb
Maurya ; Pavan Kumar Sharma /

Reprint Date / Reprint Date / Reprint Date/ <7
Hara: 27.03.2024 Hata: 27.03.2024 Jara: 27.03.2024




Dr.Reddy’s ‘_:..

CERTIFICATE OF ANALYSIS

CEPTHD®HKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IponyxT: Ketopon™ Dxenpece (keToponak) TabneTky, AMCHEPrupyeMele B NONOCTH PTa, 10 mr

Batch No / : V2400403 Batch Quantity / : 3600000 tab /
Cepug Ne O6bem cepuH 3600000 Tab
Analytical Report No / : 040002463484 Date of Analysis / : 27.03.2024
AnanpTHyecKHii oTHer Ne JlaTa apanusa

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
JlaTa npou3BOJCTBA T'oneH o

Analysis performed according ND / Anain3 nposeaen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3meHenne Nel or

27.12.2021, namenenne Ne2 or 11.11.2022)

Page4of8/Crp. 4 u3 8

i.:) Test / IlokazaTens Results / PesynsraThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OOHOpPOAHOCTH MACCHI 2/20 tablets - not more than £ 20 % /

18/20 Ttabnetok — He 6Gonee +10 %
2/20 tabnetok — He 6onee + 20 %
5 Disintegration time / 00 min 20 sec / 00 MuH 20 cex Not more than 3 min / He 6onee 3 Mun
PacnagpacMocThb
6 Dissolution / PacTBopenne Unit-1 / Ta6bn-1 96% Not less than 75% (Q) of
. C15sH3sNO3*C4IH1NO3 (ketorolac
Unit-2 / Tab:1-2 98% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 97% 75% (Q)  CisHi3sNO3*C4HiNO;3
) . (keToponaka  TPOMCTaMHH)  4epes3
Unit-4 / Tabn-4 100% 15 W
Unit-5 / Ta6n-5 100%
Unit-6 / Tabi-6 100%

7 Fineness of Dispersion/
JucnepcHocTs

Complies / COOTBETCTBYET

A uniform suspension passing through a
710 pm sieve is formed. / Obpasyercs
OJIHOpPOJHAS CYCIEH3Hs, MPOXOAsLIAs
CKBO3b CHTO C Pa3MEpOM OTBEPCTHMH
710 MKM. '

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

Ipumeuanne: Ilponykt cooTBetcTRyeT TpeboBanusim HJI

3axmouenne: OJOBPEHO

Prepared by /
IToxrorosneno: Ankit

/\

Checked by /
|_[Tpoeepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpero: Menemwkep / PykoBOIHTENb
Pavan Kumar Sharma ﬁ.—?

Reprint Date /
Mara; 27.03.2024

Reprint Date /
Hata: 27.03.2024

——

Reprint Date /
Iara: 27.03.2024




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dxenpece (keToponak) TabnerkH, AHCHeprupyeMsIe 8 MOACCTH PTa, 10 mr

Batch No/ : V2400403 Batch Quantity / : 3600000 tab /
Cepita Ne Obnem cepun 3600000 Ta6
Analytical Report No / : 040002463484 Date of Analysis / : 27.03.2024
ApanurTiyeckuii oTser Ne JlaTa aHaTH3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa npOH3BOJACTEA T'ogeH go

Analysis performed according ND / Ananu3 nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ usmenenne Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 5 of 8/ Crp. 5 u3 8

Related impurities / PoacTeenRbIe IPUMecH

ketorolac 1-hydroxy analog /
1-ruppokcHaHanor

Below LOD (LOD = 0.0010 %) /
Huske npezena obnapyxkenus (110 =

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

KETOoposIaKa 0.0010%)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-keToaHanor keToposaka 0.08 %
Any unidentified impurity / Not more than 0.5 % / He bonee 0,5 %
CIMHUYHAS
HEUAEHTUULUPOBAHHAS 0.01 %
[IPUMECH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMMa npuMeceit

9 Water / Bona 2.4 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 Residual solvents by GC/ OcTaTouMble OpraHuyecKue pacTBOPUTENH

Isuptupyl alcolwl /
H3onponaxon

16 pgflab /
16 Mxr B TabneTke

Mol wwore han 350 pgitab /
He 6onee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/
Ipumeuanue: Ilponykr coorBeTcTByeT TpeboBanusamM HJJ

Conclusion: APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by /
[MourvosneHo: Ankit /

Le

// 1 Mautya

Checked by /
IMpogepeno: Santosh Kumar

/_’_V

-

Approved by: Manager/Executive /
Opobpeuo: Mcuemiep / P }cononménb

Pavan Kumar Shurmy oz

Reprint Date /
Jara: 27.03.2024

Reprint Date /
Hara: 27.03.2024

Reprint Date /
Jlata: 27.03.2024

doiien




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Kectorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Oxenpecc (keToponak) Tabnerku, AMCNEPrHpYeMbie B T0/I0CTH pTa 10 mMr

Batch No / 1 V2400403 Batch Quantity / : 3600000 tab /
CepHa Ne O0beM cepuu 3600000 Tab
Analytical Report No / : 040002463484 Date of Analysis / : 27.03.2024
Anaduruiaeckui oTgeT N JHara aHaau3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Hata npOH3BOACTBA I'ogen mo

Analysis performed according ND / Ananu3s nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend .N'02 from 11.11.2022 / nu3amenenne Nel ot

27.12.2021, nzsenenne Ne2 or 11.11.2022)

Page 6 of 8/ Crp. 6 u3 8

11 | Microbial enumeration tests / MukpoGnanorndeckasi 4HcToTa*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6niee 1ucno He 6onee 1000 KOE/r
a3poBHBIX MHKDO-
OpraHu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6wiee He 6onee 100 KOE/r
YHUCNO IPONKEBBIX U
TUiCCHEBBIX IpHO0B
¢) Escherichia Coli NA Shell be absent in 1 gram /
OTcyTcTBHE B 1 T
12 | Uniformity of dosage units / 3.6 Acceptance value (AV) not more than
OaHOpPOOHOCTE 15.0 / [lpuemounoe 3uaucHue (AV) He
O3HPOBAHMA 6onee 15,0.
13 | Assay/KonndecTBenHoe 10.0 mg/ 10.0mMr From 90mg to 11.0mg of
onpegesieHUue (100.2 %) CisH13NO3°*C4H 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
no 11,0mMr  CyisHisNO3;*CsH11NO;
(xeToposnaxa Tpometamus) (ot 90,0 no
110,0 % OT 3asBIE€HHOTO KOJIHYECTBa) B
TabneTke
14 | Butylhydroxyanisole 0.0943 mg/tab / Not less than 0.042 mg/tab /
content / CogepxaHne 0.0943 Mr B Tabnetke He menee 0,042 mr B TabneTke
OYTHJIrHAPOKCUAHH301a

Remarks: The Product conforms to ND/

IIpumeuanue: Ipoaykr cootBercTBYeT TpeboBauuaM HJ|

Conclusion: APPROVED /
3axarouenue; OJIOBPEHO

Prepared by /
IMonrorosneHo: Ankit
Maurya

Checked by /
ITporepeHo: Santosh Kumar

£
.

Approved by: Manager/Executive /
Onobpexo: Meremxep / PyROBOANTENE
Pavan Kumar Sharma -

Reprint Date /

Reprint Date /
Jara: 27.03.2024

=

Reprint Date /
Hara: 27.03.2024




Dr.Reddy’s ‘;'.

CERTIFICATE OF ANALYSIS '

CEPTUOHUKAT AHAJIM3A

Pro duct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Skcnpece (keToponak) TabNneTkn, AUCeprupyemsie B 0ON0CTH pra, 10 Mr

Batch No/ : V2400403 Batch Quantity / : 3600000 tab /
Cepus Ne O6Lem cepHH 3600000 Tab
Analytical Report No / : 040002463484 Date of Analysis / : 27.03.2024
AnanurHyeckHii oruer Ne Hara anajmsa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTa npou3BoACTBA I'ogen po

Analysis performed according ND / Anann3 nposenen mo HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3amenenne Nel ot

27.12.2021, n3menenne Ne2 or 11.11.2022)

Page7 of 8/ Crp. 7 n3 8

15 | Package/ YnakoBka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
toil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
omuctepe u3  (ITA/AJIIID ¢
snaronornotureneM/II5BIT)

domnvru // (TIS/AJ) doneru. Io
2 6nuctepa ¢ uHCTpyKuuel 1o

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1
or 2 blisters with patient information
leatlet in a carton pack. / Ilo 10
tabnerok B Onuctepe us (ITA/AJIVII3 ¢
snaronornoturenem/[13BII) donbru /
(I13/AJT) donpru. Io 1 wnu 2 Gnuctepa
C HHCTpYKUHMEH NO MPUMEHEHHID B
MauKy KAPTOHHYIO.

OpUMEHEHUIO B
KapTOHHYIO.

mauky

16 | Labeling / MapkupoBka

According to ND / B cootBercTBuu ¢ HJT

17 Storage conditions /
XpaHeuue

Below 25 °C. / Ilpu Temneparype He Bbilue 25 °C,

18 | Shelflife / Cpok roanoctn

2 years /2 roga

* At product release the quality control as per the parameter « Microhial enumeration tests» is performed for
each 20th batch, or for one batch in a year whichever is earlier.
* IIpu BhINyCKe JJeKapcTBEHHOro Npenapara KOHTPOJIL Ka4ecTRa Mo noka3aTeqio «MUKpobHoioryieckas
YHCTOTA» HIPOBOAHTCH ISt Kaxcaoi 20-0i cepuy, UM s OXHOM CePHM B rofi, B 3aBHCHMOCTH OT TOI'0, YTO

HACTYITHT paHbINe.

Remarks: The Product conforms to ND/
IIpumeuanue: IIpoaykT cooTBeTcTBYET Tpeboranuam HJ

Conclusion: APPROVED /
3arurouenne: OJJOBPEHO

Prepared by / A

Checked by /

Maurya

[HoarotoeneHo: Ankit / ﬁ Ilposepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemwkep / Pykosoaurens

Pavan Kumar Sharma /n»;:?,,/

Reprint Date /
Hata: 27.03.2024

Reprint Date /
Jara: 27.03.2024

Reprint Date /
JaTa: 27.03.2024




Dr.Reddy’s “:’ , i s |

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIA3A

Product: Kctorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon™ Skenpece (keropoitak) Tab/eTKH, ANCNEPrHpyEMBIC B TONOCTH PTd, 10 mr

Batch No / : V2400403 Batch Quantity / : 3600000 tab /
Cephlsa Ne O06beM cepHH 3600000 Tab
Analytical Report No / : 040002463484 Date of Analysis / : 27.03.2024
AHaIHTHYeCKHUIT 0TUeT Ne Jara anannsa

Date of Manufacture / + 02/2024 Date of Expiry / : 01/2026
Jlara npoR3BOACTBA Togen 1o

27.12.2021, yzmenenne No2 ot 11.11.2022)

Analysis performed according ND / Ananu3s nposenen o H:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

Page8 of 8 /Crp. 8 u3 8

ﬁl name / HauMenopanue AOC:

Ketorolac tromethamine / Kertoponaxa

Howmep cepun cyberannun nponssogutens [JID:

TPOMETaMKH
INN/MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepun npouspoaurtens AQC: QYR
FP Manufacturer API Batch number / FEQA00571

API Manufactured by & country /
| MIpouspoauTens ADC, eTpana:

Dr. Reddy’s Laboratories Ltd., India /
Ji-p Pepmu'c JlaGoparopuc Jita,, Unmus

Remarks: The Product conforms to ND/
Tlpumeuanue: [IpomykT cOOTBETCTBYET TpeboBanuaM HJI

Conclusion: APPROVED /
Jaxmouenue: OJJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

Toarorosneno: Ankit A Hporepeno: Santosh Kumar | Onobpewo: Menemxep /.Pykosonutens
er,]/' Maqrya . Pavan Kumar Sharma y;
Reprint Date / Reprint Date / Reprint Date / B

Jara: 27.03.2024 Hara: 27.03.2024

Hara: 27.03.2024




