Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

Ipoaykr: Keropon™ Dxenpece (keToponak) TabneTkH, AMCHEPrupyeMbie B 1os0cTH pra, 10 Mr

Batch No / 1 V2400070 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepun 3600000 Tab
Analytical Report No / : 890001716954 Date of Analysis / : 07.02.2024
AHaJuTHYecKHi oTuer No Jara anaiusa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JaTa npousBoacrea T'onen xo

Analysis performed according ND / Ananu3 nposenen no HJI:

JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmeHenne Nel or

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 10of 8 /Crp. 1 u3 8

1;.00 Test / [Toka3zartesb Results / Pe3ynpTaTh! Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets

tablets with "|" debossed on one
side. / Kpyrisle, mnockue
Tabnetku ¢ dackoif, cBeTsIO-
KENTOro LBeTa ¢ IPaBHPOBKOM

with "|" debossed on one side. /
Kpyribie, miockue TabieTku ¢ $hackoi,
CBETJIO-KEJITOTO 1IBETAa C TPaBMPOBKOM
«l» Ha OHO¥ CTOpOHE.

«I» Ha OflHO CTOpOHE.

2 Identification / ITogIMHEROCTH

Ketorolac / Kemoponax

a) ByUv/
VYd-cnexrpodoroMeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / V®-cnekTpsl
TOTJIOIIEHYS] UCTIBITYEMOTO PacTBOpa
pacTBOopa  CTaHHapTHOro  obpasia
KeTOpoJiaka TpOMEeTaMHHa  JOJDKHBI
HMETh MaKCUMYMBI IIPH OJHOH U TOI ke
JUTMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
IMpumeuanue: Ilponykr cootBeTcTBYeT TpeboBaHusaM HJJ

Conclusion: APPROVED /
3axkaouenne: OJJOBPEHO

Prepared by / Checked by /

[Tonroroenexo: Shivani IIpoeepeno: Santosh Kumar
Maurya ‘

e "B

&

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTens

Manoj Kumar =3 .
f &:;l’- L

Reprint Date /
Hara: 07.02.2024

Reprint Date /
Jara: 07.02.2024

Reprint Date /
Jara: 07.02.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon®™ Dkenpecc (keToposiak) TaGiaeTKH, AUCTIEPTUPYEMbIE B NIOJIOCTH pTa, 10 Mr

Batch No / : V2400070 Batch Quantity / : 3600000 tab /
Cepua No O6nem cepun 3600000 Tab
Analytical Report No / : 890001716954 Date of Analysis / : 07.02.2024
AHaJIMTHYECKMil oT4eT Ne Jara aHaau3a

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jdara npou3BoACTBA I'onen xo

Analysis performed according ND / Anann3 nposegen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nsmenenne Nel ot

27.12.2021, namenenne No2 or 11.11.2022)

Page 2 of 8/ Crp. 2 u3 8

No

Test / [Toxa3aTennb
Ne

Results / PesynbraTs!

Specification / Hopma

b) By HPLC/B3XX

Complies / CoOoTBETCTBYET

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 ymepXuBaHHA
OCHOBHOTO MHMKa Ha XpOMaTorpamme

UCTILITYEMOrO  pacTBopa  [OJIPKHO
COOTBETCTBOBATh BpeMEHU
yIOEPXKUBAHUS OCHOBHOTO THMKAa Ha
XpoMarorpaMme pacTBOpa
CTaHAapTHOro ofpasiia KeTopojaka
TpOMeTaMHHa (paznen

«KonnuecTBeHHOE OHpCHCHGHI/IC»).

Remarks: The Product conforms to ND/
ITpumeuanue: I[IponykT cooTeTcTBYeT Tpeboanusam H/JI

Conclusion: APPROVED /
3akawyenne: O/JOBPEHO

Prepared by /
IMoxrorosnexno: Shivani

Checked by /
Ipoeepeno: Santosh Kumar

Maurya @\/j

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

Manoj Kumar , ;; lﬂ

/
bl
Reprint Date /

Hara: 07.02.2024

Reprint Date /

Hara: 07.02.2024

Reprint Date /
Jara: 07.02.2024

Hyderabad - 500034, Telangana, indi
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Dr.Reddy’s

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon" Dkenpecc (keToposiak) TabIeTKH, AUCTIEPrUpyemble B NOJIOCTH pTa, 10 Mr

Batch No / : V2400070 Batch Quantity / : 3600000 tab/
Cepnig Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001716954 Date of Analysis / : 07.02.2024
AnajuTHyeckuii oTuer Ne Jarta anannsza

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jara npon3BoacTea I'open no

Analysis performed according ND / Anann3 nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot
27.12.2021, n3amenenne Ne2 ot 11.11.2022)

Page 3 of 8/ Crp. 3 u3 8

%? Test / IlokazaTesnb Results / Pe3ynbTaTsl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times  of
Butylhydroxyanisole / butylhydroxyanisole and
TMoanuuHOCTH butylhydroxyanisole peaks on
OYTHITHAPOKCHAHU30 chromatogram of the test solution
should correspond by the retention times
to  2-butylhydroxyanisole and
butylhydroxyanisole peaks on
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / BpeMeHa yaepXUBaHUA
MUKOB  2-OYTHITHAPOKCHAHU3O0MA
3-0y THrMAPOKCHaHU30J1a
XpoMarorpamme HCTILITYEMOTrO
pacTtBopa JOJDKHBI COOTBETCTBOBAThH
BpEMEHaM yIOepP)KUBAHHSA THKOB
2-6yTUIrHAPOKCHAHN30Ia
3-6yTHATHAPOKCUAaHU301a
Xpomarorpamme pacTBopa
CTaHIapTHOTO obpasua
GYTHITHAPOKCHAHH301a (pa3nen
«ConepxaHue
OYTHATHAPOKCUAHU301a»).
4 Average weight / Cpeansist 69.4 mg / 69.4 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
mMacca Or 67,2 mr 1o 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms

IMpumeuanue: [Ipoaykt coorBercTBYeT TpeboBaHUsM HJI

to ND/

Conclusion: APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /
IMoarorosneno: Shivani

kT

Checked by /
ITpoeepeno: Santosh Kumar

Maurya &

e

Approved by: Manager/Executive /

Opobpeno: Menemkep / Pykoroautesns

Manoj Kumar P
/ Le

Reprint Date /
Jara: 07.02.2024

Reprint Date /
Jara: 07.02.2024

Reprint Date /
Jara: 07.02.2024
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkenpece (keToposniak) TabneTKH, AUCIEPrupyeMble B M010CTH pra, 10 Mr

Batch No / 1 V2400070 Batch Quantity / : 3600000 tab /
Cephisa Ne O0nem cepHH 3600000 Tab
Analytical Report No / : 890001716954 Date of Analysis / : 07.02.2024
AnaJluTndyeckui oryer Ne Jara anainsza

Date of Manufacture / : 12/2023 Date of Expiry / ¢ 1172025
JdaTa npoussoacraa I'onen no

Analysis performed according ND / Anann3 nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, n3menenue Ne2 ot 11.11.2022)

Page 4 of 8/ Crp. 4 u3 8

NN:) Test / Ilokasarenb Results / Pe3ynbrathl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OIHOPOAHOCTH MACChI 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He OGonee + 10 %
2/20 tabnetox — He 6omnee + 20 %
5 Disintegration time / 00 min 20 sec / 00 muH 20 cek Not more than 3 min / He 6onee 3 mun
Pacnagaemocthb
6 Dissolution / PacTBopenne Unit-1 / Ta6n-1 99% Not less than 75% (Q) of
. CisH;3NO3*C4H1NO; (ketorolac
Unit-2 / Tabn-2 100% tromethamine) in 15 min / He Mmenee
Unit-3 / Ta6n-3 101% 5% (Q  CisHisNO3*C4HiNO;3
. (keToponaka  TpOMeTaMMH)  4Yepe3
Unit-4 / Tabn-4 103% 15 MuH
Unit-5 / Ta6n-5 103%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / O6pasyercs
OIIHOPOJHAs CYCHEH3Ms, MPOXO.sILas
CKBO3b CHTO C pa3sMepoM OTBEPCTHM
710 MKM.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Ilpumeuanue; [IpoaykT cooTBeTcTBYET TpeboBanusmM HJ| 3akmwouenune: OJIOBPEHO

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

[Moarorosneno: Shivani IMpoeepeno: Santosh Kumar | Onobpeno: Menemxkep / Pykosoaurens

Maurya @ Manoj Kumar
4 o]
Reprint Date / Reprint Date / Reprint Date /
Jara: 07.02.2024 Jara: 07.02.2024 Hara: 07.02.2024
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CERTIFICATE OF ANALYSIS el 21 »‘95’1‘03
CEPTHOUKAT AHAJIA3A R o

Dr.Reddy’s “:’

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxt: Keropon” Dkenpece (keToposnak) TabneTkH, AUCIEPrupyemble B MoocTu pra, 10 mr

BatchNo / : V2400070 Batch Quantity / : 3600000 tab /
CepHa Ne Oo6bem cepuH 3600000 Tab
Analytical Report No / : 890001716954 Date of Analysis / : 07.02.2024
AnaJJuTuvyecKHi oTyer Ne JaTa ananuza

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
Jara npousBoacraa TI'onen no

Analysis performed according ND / Anann3 nposenen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot
27.12.2021, n3amenenue Ne2 ot 11.11.2022)

Page Sof 8/ Crp. Su3 8

8 Related impurities / PoacTeennble npumecu
ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
1-ruapoxcuaHanor Hmnxe npenena o6uapyxenus (IO =
KeTopoJiaka 0.0010%)
ketorolac 1-keto analog/ 0.07 % Not more than 0.8 % / He 6onee 0,8 %
1-keToaHaJIor KeTopoJiaka
Any unidentified impurity / 0.09 % Not more than 0.5 % / He 6onee 0,5 %
eIUHHY Hast
HeuIeHTHHUIHPOBaHHAS
npuMeCh
Total impurities / 0.2% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecei
9 Water / Bona 24% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTO4HbBIe OPpraHH4YecKHe paCTBOPHTEIHU
Isopropyl alcohol / 08 pg/tab / Not more than 350 pg/tab /
Hzomnponanon 08 Mxkr B Tabnerke He 6onee 350 mMkr B TabneTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeyanue: IIpogykT cooTBeTcTBYET TpeboBanusm HJL 3akawuyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosnexo: Shivani [TposepeHo: Santosh Kumar | Ono6peno: Menemkep / PykoBoautens
)/ Maurya & Manoj Kumar .
Reprint Date / Reprint Date / Reprint Date /
Hara: 07.02.2024 Hara: 07.02.2024 Hara: 07.02.2024
Biarisbised Offive, 5-2-237, Ruad Mo, 3, Banjara Hills, Hyderabod - 500624, Telangana, india

el 401 40 4900 2900, Fax: +91 20 4800 2099, Email: mail@drreddys.com
Tk L35195AP1924FLCO0R507
vavwdiieddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon® Dkenpece (keToponak) TabneTku, AUCTIEprupyeMble B MOJIOCTH pra, 10 mr

Batch No / : V2400070 Batch Quantity / : 3600000 tab /
CepHsa Ne O0beM cepun 3600000 Tab
Analytical Report No / : 890001716954 Date of Analysis / : 07.02.2024
AnaJuTHYeCKHH oTueT Ne Hara ananusa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jara npousBoacTBa I'ogen no

Analysis performed according ND / Ananms nposenen no HJI:

JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenue Nel ot

27.12.2021, nsmenenne Ne2 ot 11.11.2022)

Page 6 of 8 / Ctp. 6 u3 8

11 | Microbial enumeration tests / MukpoGuoJsioruueckas yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61mee yucio He 6omnee 1000 KOE/r
a3poOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1uee He 6onee 100 KOE/r
YHUCIIO APOXKIKEBBIX U
IUTECHEBBIX IPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBue B 1 1
12 | Uniformity of dosage units / 3.8 Acceptance value (AV) not more than
OanopoaHOCTh 15.0 / TlpuemouHoe 3HayeHue (AV) He
A03UpPOBAHMS 6onee 15,0.
13 Assay / KoningecTBeHHOe 10.0 mg/ 10.0 Mr From 90mg to 11.0mg of
onpeaesienne (99.9 %) CisH13NO3*CsH 1 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
o 11,0mMr  C;sH;3NO3*C4H;1NO3
(xetoponaka TpomeramuH) (ot 90,0 mo
110,0 % OT 3asBJICHHOIO KOJIMYECTBA) B
TabneTke

Remarks: The Product conforms to ND/
[Ipumeuanue: [IpoaykT cooTBercTByeT Tpeboranusam HJ

Conclusion: APPROVED /
3akaouenue: OJJOBPEHO

Prepared by /
IMoarotornedo: Shivani

Checked by /
ITpoepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Manoj Kumar

o

Reprint Date /

Jara: 07.02.2024

Reprint Date /
Jara: 07.02.2024

Reprint Date /
Jara: 07.02.2024

wwvhdrioddys,com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

h Road, Badd),
173 205, INDiA
3-02

CEPTHOPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpecc (keToponak) TabaeTky, AucneprupyeMble B monocty pra, 10 mr

Batch No/ : V2400070 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 890001716954 Date of Analysis / : 07.02.2024
AnaguTHyecKHii oTuyeT No JaTa ananu3a

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JlaTa npon3soAcTBa I'open oo

Analysis performed according ND / Ananu3 nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel ot

27.12.2021, nzmenenne Ne2 ot 11.11.2022)

Page 7 of 8/ Crp. 7u3 8

14 | Butylhydroxyanisole
content / CopaepxaHue
6y THIITHAPOKCHAHH30/12

0.0993 mg/tab /
0.0993 mr B TabneTke

Not less than 0.042 mg/tab /
He menee 0,042 Mr B TabieTke

15 | Package/YnakoBka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetox B
6nucrepe w3 (ITA/AJVIID ¢
BnaronoritotuteneM/[19BIT)
donbru // (I13/AJT) donsru. [To
2 6nucrepa ¢ UHCTPYKIMER Mo
NPUMEHEHHUIO B MayKy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1
or 2 blisters with patient information
leaflet in a carton pack. / ITo 10
Tabnetok B Oiuctepe u3z (ITA/AJI/IID ¢
snaronoriotuteneM/[19BII) ¢onbru //
(T13/AJT) donbru. ITo 1 unu 2 6nuctepa
C UHCTPYKIHMEH [0 TNPUMEHEHHIO B
[a4YKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBeTcTBuu ¢ HJ{

17 | Storage conditions /
XpaHenue

Below 25 °C. / Ilpu Temnepartype He Boliie 25 °C.

18 Shelf life / Cpok roanocru

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.
* [Ipu BbINYCKE JIEKAPCTBEHHOI0 NpenapaTa KOHTPOJIb KayecTBa No nokasaresio «MuKpoGHonoruyeckas
YHCTOTA» MPOBOAUTCS sl Kaxkaoi 20-oii cepuH, WM LISl OAHOW CEpUH B roJl, B 3aBUCUMOCTH OT TOr0, YTO

HACTYIUT paHbLIE.

Remarks: The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYeET TpeboBanusm HJJ

Conclusion: APPROVED /
3akaouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: Shivani [Mposepeno: Santosh Kumar | Ono6peno: Menemxep / PykoBoaurens
« Maurya / Manoj Kumar uﬂ
b (5 -
Reprint Date / Reprint Date / Reprint Date /
Jara: 07.02.2024 Hara: 07.02.2024 Jata: 07.02.2024
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Dr.Reddy’s ‘,.
CERTIFICATE OF ANALYSIS o
CEPTUOHUKAT AHAJIM3A NN

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon® Dkenpece (keToposak) TableTku, Aucneprupyemsie s nonocty pra, 10 mr

Batch No / : V2400070 Batch Quantity / : 3600000 tab /
Cepug Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001716954 Date of Analysis / : 07.02.2024
AHaJuTHYeCKHH oTueT No JlaTa anaaun3a

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jara npounssoacrsa I'onen no

Analysis performed according ND / Anann3s nposeaen nmo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel ot

27.12.2021, usmenenue Ne2 or 11.11.2022)

Page 8 of 8/ Ctp. 8 u3 8

API name / HaumeHopanue APC: Ketorolac tromethamine / KeToponaka
TPOMETaMUH
INN/ MHH: Ketorolac / Keroponak
API manufacturer batch number /
Homep cepun npoussoauteas ADC: ABQHHNGIES
FP Manufacturer API Batch number /
Homep cepuu cyocTannuu npoussoaurtens I'JIdD: FEQA00573
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpoussoantenn APC, crpana: J-p Pennu'c Jlabopatopuc Jita., Maaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: ITpoaykT cooTBeTCTBYET Tpebopanusm HIL 3akmwuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Shivani [Iposepeno: Santosh Kumar | Ono6peHo: Menemxkep / Pykopoaures
« Maurya (g// Manoj Kumar 'ﬂ
) ey’
Reprint Date / Reprint Date / Reprint Date /
Hata: 07.02.2024 Hara: 07.02.2024 Hara: 07.02.2024

Remistorod Office: & 2-337, Road Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tals =61 A0 4200 2900, Fax;401 &0 4900 2998, Email: mailfdrreddys.com
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