Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkcnpecce (keToposiak) TabneTky, IMCHeprupyemsic B nonoct pra, 10 mr

Batch No / : V2400217 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 040002435296 Date of Analysis / : 29.02.2024
AHanuTnyeckuii oryer Ne Jlara aHanau3a

Date of Manufacture / : 01/2024 Date of Expiry / : 12/2025
Jlata npou3BoacTBa T'onen no

Analysis performed according ND / Ananus nposeaen nmo HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ u3menenue Nel or

27.12.2021, namenenne Ne2 or 11.11.2022)

Page 1 of 8§ /Crp. 1 m3 8

No

Test / [Toka3aTenb
Ne

Results / Pe3ynbratsl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrable, IUIoCKHe
TabneTku ¢ ackoit, cBETIO-
XKEJITOro L(BeTa C IPaBUPOBKOIA
«l» Ha OIHO¥ CTOPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyribie, minockue TabieTky ¢ ackoii,
CBETJIO-KENTOrO LiBETa C rPaBUPOBKOH
«|» Ha O HOM CTOpOHE.

2 Identification / [ToATHHHOCTD

Ketorolac / Kemopoaax

a) ByuUv/
V®-cnexktpodoromeTpus

Complies / CooTBEeTCTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / VY®-cnekTpsl
HOIJIOLUIEHHS UCTILITYEMOTO pacTBopa H
pacTBopa  CTaHmapTHoro  obpasla
KETOpOJaKa TPOMETAMHHA  JOJIXKHbI
MMETL MAKCUMYMBI [IPH OJTHOMH U TOM e
JUTHHE BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[MTpumeuanue: [Ipoaykr cooTBercTByeT Tpebosanusam HJJ

Conclusion: APPROVED /
Baxawuenue: OJJOBPEHO

Jara: 29.02.2024

Jara: 29.02.2024

Prepared by / Checked by / Approved by: Manage}/Executive /
[MoaroroBnexno: Santosh [Tposepeno: Pardeep Kumar | Ono6peno: MGHE,EI,}K,J / PykoBoaAMTEND
Kumar Maurya #) Qf/ Abhishek Chauhan /, -

= = § Y
Reprint Date / Reprint Date / Reprint Date /

JlaTta: 29.02.2024
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

HpoayxT: Ketopon™ Dxcnpecc (keToponak) TabieTku, JMCneprupyemple B MOJIOCTH pra, 10 Mr
p p p P

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

Batch No / 1 V2400217 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepun 3600000 Tab
Analytical Report No / : 040002435296 Date of Analysis / : 29.02.2024
AHanuTHuyeckuii oryer Ne Jara ananusa

Date of Manufacture / : 01/2024 Date of Expiry / : 12/2025
Hdarta nponssoacrsa TI'onen no

Analysis performed according ND / Ananns nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nu3menenne Nel or

27.12.2021, usmenenue Ne2 or 11.11.2022)

Page2 of 8 /Ctp. 2 3 8

No

Test / Iloka3aTennb
Ne

Results / PesynbTaThl

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). / Bpemsa yaepxuBaHuA
OCHOBHOTO MHKa Ha XpoMaTorpamme
UCTIBLITYEMOrO  pacTBopa  HOJDKHO
COOTBETCTBOBATD BpeMEHH
yOEpXUBaHHS OCHOBHOTO THKAa Ha
XpoMmarorpamme pacTBopa
CTaHgapTHoro obpasua KeTopoJiaka
TpoMeTaMHHa (paznen
«KosnnuecTBeHHOE ONpeieNneHre).

Remarks: The Product conforms to ND/
[Mpumeuanue: IpoaykT coorBercTBYET TpeboBanusam HJJ

Conclusion: APPROVED /
3akawyenne: OJOBPEHO

Jlarta: 29.02.2024

Hata: 29.02.2024

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosnexo: Santosh @,‘/ [Tpoeepeno: Pardeep Kumar | Onobpeno: Menewikep / Pykopoauterns
Kumar Maurya Abhishek Chauhan P /

Reprint Date / Reprint Date / Reprint Date / '

Jara: 29.02.2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoAykT: Keropon” Dkcnpece (keToposiak) TabNeTKH, MCTIeprHpYeMble B MOJIOCTH pTa, 10 Mr

AnaJiuTHYecKHH oTueTr Ne

BatchNo/ 1 V2400217 Batch Quantity / : 3600000 tab /
Cepmn Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002435296 Date of Analysis / : 29.02.2024

JlaTa aHa/143a

Date of Manufacture /
JaTa npou3BojcTBa

: 01/2024

T'onen po

Date of Expiry /

: 12/2025

Analysis performed according ND / Asanu3 nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel or
27.12.2021, namenenne No2 ot 11.11.2022)

Page30of 8§/ Crp.3 m3 8

1}: Test / [Toka3aTesb Results / Pe3ynbraTst Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IloanuHHOCTH butylhydroxyanisole peaks on the
Oy THJITHAPOKCHAHHN30J] 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 yAepKHBaHUA
OHKOB  2-OyTHNTHAPOKCHAHHM30Ja U
3-0yTUNTUAPOKCHAHN30J1a Ha
XpoMmarorpamme HCTIBITYEMOTO
pacTBOpa IOJDKHBI COOTBETCTBOBAThH
BpeMeHam yIOEepPXKHUBAHHsA MTHKOB
2-0y TUITHAPOKCHAHK3071a "
3-0yTIWITHAPOKCHAHU301a Ha
XpoMaTorpamme pacTBopa
CTaHOapTHOTO obpasua
OyTIITHAPOKCHAIH3O0JIA (pasnen
«CopnepxaHue

Oy THITHAPOKCHAHU30J1a»).

4 Average weight / Cpeansis
Macca

69.7 mg / 69.7 mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 Mr 10 72,8 Mr (70,0 Mmr £ 4,0 %).

Remarks: The Product conforms

[Mpumeyanue: [IpongykT coorBeTcTBYeT TpeboBaHusaM H/J

to ND/

Conclusion: APPROVED /
3akiouenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Managey/Executive /
[MoaroroeneHo: Santos [Tpoeepeno: Pardeep Kumar | Opgobpeno: Menemskep / Pykopoauress
Kumar Maurya @ Abhishek Chauhan /

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.02.2024 Hara: 29.02.2024 Hara: 29.02.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkenpece (keToposnak) TabIeTkH, AMCIeprupyembie B NoJA0CTH pra, 10 Mr

Batch No / 1 V2400217 Batch Quantity / : 3600000 tab /
Cepust Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002435296 Date of Analysis / : 29.02.2024
AHanuTHYeCKH# oTyeT Ne JlaTra ananusa

Date of Manufacture / : 01/2024 Date of Expiry / : 12/2025
Jata npon3BojacTBa I'onen o

Analysis performed according ND / Ananu3 nposeaen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or
27.12.2021, uzmenenne Ne2 ot 11.11.2022)

[Tpumeuanne: [TpoaykT coorsercTByet TpeboBanusm HJI

Page 4 of 8/ Crp. 4 u3 8
1}00 Test / Iloxa3aTens Results / Pe3ynbrath Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OnHOPOAHOCTH MACChI 2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He Gomee + 10 %
2/20 Tabnerok — He Gomnee £ 20 Y%
5 Disintegration time / 00 min 34 sec / 00 muH 34 cex Not more than 3 min / He 6onee 3 Mux
Pacnagaemoctb
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 98% Not less than 75% (Q) of
. C15H13NO3°C4H | 1NO3 (ketorolac
Unit-2 / Ta6n-2 97% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 100% 75% (Q)  CisHi3NO3*C4HiiNO;3
. . (keToposaka ~ TpPOMETaMHH)  dYepes
Unit-4 / Tabn-4 100% 15 Mun
Unit-5 / Ta6bn-5 100%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocth /10 um sieve is formed. / OUbpasyercs
OJIHOpOJHAs CYCIIEH3Ms, NpOXOAALIas
CKBO3b CHUTO C pPa3MEpPOM OTBEPCTHH
710 MKM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Saxmwouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Egecutive /
[Toarororneno: Santos [Iposepeno: Pardeep Kumar | Onobpeno: Menemxep / FykoBoaurens
Kumar Maurya C_f, . Abhishek Chauhan § /7
Reprint Date / Reprint Date / Reprint Date / f

Hara: 29.02.2024 Hara: 29.02.2024 Hara: 29.02.2024
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keToponak) TableTkH, AUCIEPrUpyeMble B ONIOCTH pTa, 10 Mr

Batch No / 1 V2400217 Batch Quantity / :+ 3600000 tab /
Cepus Ne Oo6bem cepHH 3600000 Tab
Analytical Report No / : 040002435296 Date of Analysis / : 29.02.2024
AHaJUTHYECKHH oTyeT No JlaTa ananu3za

Date of Manufacture / : 01/2024 Date of Expiry / : 12/2025
Jara nponsBoacTBa TI'onen no

Analysis performed according ND / Ananu3s nposegen mo HJL:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, n3menenue Ne2 ot 11.11.2022)

Page 5of 8 /Crp. Su3 8

8 Related impurities / PoacTBesHble npiumecu

ketorolac 1-hydroxy analog /
1-ruApoKcHaHanor

Below LOD (LOD = 0.0010 %) /
Husxe npenena o6Hapyxkenus ([10 =

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-xeToaHanor KeTopoaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eIHHUYHas
HenJeHTU)HIHPOBAHHAS
npUMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceit

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

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouyHble OpraHu4ecKHe pacTBOPUTENH

Isopropyl alcohol /
Wzonponaxon

09 pg/tab /
09 MKr B TabyieTke

Not more than 350 pg/tab /
He 6osee 350 MKr B TabneTke

Remarks: The Product conforms to ND/
ITpumeuanue: Ilponykr coorBercTByeT TpeboBanusM HJI

Conclusion: APPROVED /
3axkmouenne: OJIOBPEHO

Prepared by /
IToarorosneHo: Santosh

Kumar Maurya é@’\/

Checked by /
[TposepeHo: Pardeep Kumar

ol

Approved by: Manager/Executive /
Onobpeno: Menemxkep /[PykoBoauTelib
Abhishek Chauhan

Reprint Date /
Hata: 29.02.2024

Reprint Date /
Jara: 29.02.2024

Reprint Date /
Jlara: 29.02.2024
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Dkcnpecc (ketoposak) TableTky, AUCIEprUpyeMbIe B MOJIOCTH pTa, 10 Mr

Batch No / : V2400217 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepuH 3600000 Tab
Analytical Report No / : 040002435296 Date of Analysis / : 29.02.2024
AnanuTnyeckuii oruer Ne Jara anainza

Date of Manufacture / : 01/2024 Date of Expiry / : 12/2025
Jdara npou3BoacTBa I'open no

Analysis performed according ND / Ananu3 nposeaen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, uamenenme Ne2 ot 11.11.2022)

Page 6 of 8/ Ctp. 6 u3 8

11 | Microbial enumeration tests / MukpoGuosioruyeckasi yucrora*

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O01ee 4ucio Memnee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKpPO-

OpraHu3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6mee Menee 10 KOE/r He 6onee 100 KOE/r

YUCJIO APOXOKEBBIX U
TNIECHEBBIX FpHﬁOB

¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcytcTByeTB 1 T OtcyrctBUE B 1 T
12 | Uniformity of dosage units / 32 Acceptance value (AV) not more than
OaHOpPOAHOCTD 15.0 / IlpuemouHoe 3HaueHue (AV) He
D03UPOBAHUS 6onee 15,0.
13 | Assay/KoanuecTBeHnHoe 9.7mg /9.7 Mmr From 9.0mg to 11.0mg of
olnpene/ieHHe (97.4 %) CisH;3NO3°C4H 1 NO;3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
a0 1 1,0 Mmr C|5H|3NO3°C4H1 1NO3
(xeroposaka TpometamuH) (oT 90,0 no
110,0 % OT 3aABJAEHHOTO KOJIHYECTBA) B

TabneTke
14 | Butylhydroxyanisole 0.0969 mg/tab / Not less than 0.042 mg/tab /
content / Conepxanue 0.0969 mr B TabneTke He menee 0,042 mr B Tabnerke
Gy THIrMAPOKCHAHU30J1a
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
INpumeuanue: Ilpoaykr coorBercTryeT TpeboBanusam HJI 3akaouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Santosh IIpoBepeno: Pardeep Kumar | Omobpeno: Menemxep/| Pykogoaurens
Kumar Maurya L . Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.02.2024 Jlata: 29.02.2024 JHara: 29.02.2024
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Dr.Reddy’s ‘ o
CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dkcnpecc (keToposak) TabneTky, AMCIeprupyeMble B MOJIOCTH pTa, 10 mr

Batch No / 1 V2400217 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepuu 3600000 Tab
Analytical Report No / : 040002435296 Date of Analysis / : 29.02.2024
A”ajurHdecKHii oryer No JlaTa ananu3a

Date of Manufacture / : 01/2024 Date of Expiry / : 12/2025
Jata npou3BoacTBa I'onen no

Analysis performed according ND / Anann3 nposeaen nmo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, usmenenue Ne2 or 11.11.2022)

Page 7 of 8/ C1p. 7u3 8
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin a 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 | Tabnerok B Gnucrepe u3 (ITA/AJI/IID ¢
pack. / Tlo 10 Tabnetrok B | Biaromorsorurenem/I[I9BII) donsru //
Onmuctepe w3 (ITA/AJUID ¢ | (IID/AJI) donsru. ITo 1 wnu 2 6nxcTepa
Biaronornotutenem/[19BIT) C MHCTPYKUHEH 10 NPHUMEHEHHIO B
¢oneru // (TI3/AJ]) donbru. I[Io | mauky kKapTOHHYIO.

2 OnucTepa ¢ MHCTPYKLHEH IO

NpUMEHEHHI0 =~ B nayky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootsetctBuu ¢ HJI
17 | Storage conditions / Below 25 °C. / ITpu Temnepatype He Bbiiie 25 °C.

XpaHeHne

18 | Shelf life / Cpok roanocTu 2 years / 2 rozna

* 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.

* IIpu BblnycKe JIEKaPCTBEHHOIO NpelapaTa KOHTPOJIL Ka4ecTBa No nokasarenio «Mukpo6uoioruyeckas
YUCTOTA» MPOBOAUTCS AJIsi Kaxaoii 20-0ii cepuu, WM AJIst OAHOMN cepUH B IO, B 3aBHCHMOCTH OT TOT0, YTO
HACTYITMT paHblIe.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: ITponykT coorBeTcTBYeT Tpebopanusam HJJ 3axmoyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosinexo: Santosh [Tposepeno: Pardeep Kumar | Onobpeno: Menemwxkep f PykosoanTens
Kumar Maurya % cp— Abhishek Chauhan i

Reprint Date / Reprint Date / Reprint Date /

Jata: 29.02.2024 Hara: 29.02.2024 Jlara: 29.02.2024
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Dr.Reddy’s ‘..o.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIVM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon® Oxenpecc (keToponak) TabieTku, iucneprupyemele B nonocTu pra, 10 mr

Batch No / 1 V2400217 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002435296 Date of Analysis / 1 29.02.2024
AHajuTHYECKHH oTUeT Ne JlaTa aHaan3a

Date of Manufacture / : 01/2024 Date of Expiry / : 12/2025
Jara npon3BoaCTBA T'onen xo

Analysis performed according ND / Anann3 nposeaen mo HJ/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, n3menenue Ne2 or 11.11.2022)

Page 8 of 8 /Ctp. 8 3 8

API name / HaumenoBanne AD®C:

Ketorolac tromethamine / Ketoponaka

Homep cepuu cy6cranumu npoussoaurens LJID:

TpOMETaMUH
INN / MHH: Ketorolac / Keroposak
API manufacturer batch number /
Homep cepun npoussoautenss ADC: EQED0GIST
FP Manufacturer API Batch number / FEQA00575

API Manufactured by & country /
ITpouseoaurens A®C, crpaHa:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pennu'c JlJabopatopuc Jita., Manus

Remarks: The Product conforms to ND/
Ilpumeuanue: IIpogykT coorBeTcTBYET TpeboanusM HJJ

Conclusion: APPROVED /
3axmwuenue: OJOBPEHO

Prepared by / Checked by /

IToarorosneno: Santos
Kumar Maurya )

,l/_-l—

L g Y —

IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep J Pykogonurens
Abhishek Chauhan /

-
—-—

Reprint Date /
Jara: 29.02.2024

Reprint Date /
Jara: 29.02.2024

Reprint Date /
JHara: 29.02.2024




