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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIVI3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg T
(IIpoiyKT: Keropon™ Dicnpece (KeToponak) TabneTky, THeneprupyemMble B MoAoCTH pra, 10 mMp
Batch No / : ' V2400809 Batch Quantity / : 3600000 tab /
Cepua Ne O0beM cepHH 3600000 Tab
Analytical Report No / : 040002528987 Date of Analysis / 1 22.05.2024
AHANATHYECKHH oTdeT No Jata aHaJau3a
Date of Manufacture / :05/2024 Date of Expiry/ : 04/2026
JlaTa RPOH3BOACTBA Togen no
Analysis performed according ND / Ananns nposenen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 1 of 8§ /Crp. 1 n3 8

No

Identification / [TonJTHHHOCTE

No Test / [ToxazaTens Results / Pe3ynbTraThl 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. / Kpyrnsle, miockue | Kpyribie, nockue Tabnetku ¢ packoi,
tabneTkud ¢ (Gackoi, CBETNIO- | CBETNO-XENTOro UBETa C PaBHPOBKOI
KeNTOro IBETa C [PaBHPOBKOK | «l» Ha OXHOM CTOpOHE.
«l» Ha OfHOH CTOPOHE.

2

Ketorolac / Kemoponax

a) ByUv/
VY ®-cnekTpopoTOMETPHA

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-creKTpsl
MOFMOIIEHHUS. UCTIBITYEMOTO PacTBOpa U
pacTBopa  CTaHAapTHoro  obpasua
KETOpO/aka TPOMETaMUHA  JOJDKHbI
HUMETH MaKCHMYMEI I ORHOM U TOH Xke
IUTHHE BOJHEI (£ 2 HM).

Remarks: The Product conforms to ND/
Tpumeyanue: [Tpoaykr coorsercTByeT Tpebosanusm HI

Conclusion: APPROVED /
Bakmouerne: OJIOBPEHO

Prepared by /
ITogroroneHo: Rama Kant

vLd

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Eikecutive /
Onobpeno: MeHemxep //PyKkOBOARTEI
Abhishek Chauhan

Reprint Date /
Hara; 22.05.2024

1

Reprint Date /

Reprint Date /
Hara: 22.05.2024

g it

Jara; 22.05.2024
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CERTIFICATE OF ANALYSIS
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CEPTHOHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disinlegrating Tablets 10 mg
Tpoxayxr: Ketopon™ Dkcnpecc (keToponak) Tab/ieTky, Ancnepriupyemsie 8 nonoctd pra, 10 mr

Batch No / V2400809 Batch Quantity / : 3600000 tab /
Cepts No O0Bem cepun 3600000 Tab
Analytical Report No / 040002528987 Date of Analysis / : 22.05.2024
AnajguTHyecKnii orer Ne JaTa ananusa

Date of Manufacture / 05/2024 Date of Expiry / : 04/2026
Jara npou3BoAcTBa T'onen mo

Analysis performed according ND / Anauz nposenen mo HJI:
JITI-004929-011219 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 2 of 8 /Crp. 2 43 8

No

Test / IloxasaTeNb
Ne

Results / Pe3ynbTaThl

Specification / Hopma

b) By HPLC / BOXX

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). / Bpema  ynepXuBaHUS
OCHOBHOIO THKa Ha XpoMaTorpamMme
UCMILITYCMOT'O  pacTBOpa  JOJIXKHO
COOTBETCTBOBATh BPCMEHH
YIOEPXUBAHHS OCHOBHOTO THMKa Ha
XpoMaTorpamMme pacTeopa
CTaHHapTHOrO 0Opaslia KeTopoJaka
TpOMeTaMHHa (pazzmen
«KonuuecTBeHHOE ONPENETIEHUER).

Remarks: The Product conforms to ND/
I[Tpuvedanue: ITpoaykr cootseTcTByeT TpeSosanusam HJI

Conclusion: APPROVED /
Zaxmouenne: ONOBPEHO

Prepared by /
INoarorosieno: Rama Kant

Bl

Checked by /
IIpoeepeno: Pardeep Kumar

—

Approved by: Manager/E
Onobpeno: Meunemiep
Abhishek Chauhan

Reprint Date / J
JMara: 22.05.2024

Reprint Date /
- Jara: 22.05.2024

Reprint Date /
Hara: 22.05.2024

Rogistenzd Oica: 3
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Dr.Reddy’s ‘?..'.

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIH3A

Dr. Reddy's Laboratories Lid

Formulation Unit-6

‘hof, Malagarh Boad, Baddi,
73205, IMDIA
+31 88166 56001-02

am

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg )
Iponyrr: Keropon™ Skenpece (keToposiak) TabneTky, MHCHeprEpyembie 8 nojoetd pra, 10 mr

Batch No / : V2400809 Batch Quantity / : 3600000 tab /
CepHhs Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002528987 Date of Analysis / 1 22.05.2024
AHANMTHYECKHH oTueT Ne JaTta anaansa

Date of Manufacture / 1 05/2024 Date of Expiry / : 04/2026
JaTa npoH3BOACTBA T'open oo

Analysis performed according ND / Ananu3s nposenen no H/I:

JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3of8/Cuip.3 u3 8

No

Ne Test / [ToxazaTens Results / Pe3ynbraTsl Specification / Hopma

3 Identification Complics / CooTBeTCTBYET The retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
Do THHHOCTH butylhydroxyanisole peaks on the
Gy THIArMAPOKCHAHHU30JT 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 yIepXMBaHMA

MMKOB  2-OYTHNTMAPOKCUAHM3ONA U
3-0y THITHAPOKCHAHU30J1a Ha
XpoMaTorpaMmme KCIIBITYEMOTO
pacTBopa [JO/DKHEI  COOTBETCTBOBATh
BpEMEHaM  yAEPKHBAHHUA IFKOB
2-Gy TWITHAPOKCHAHU30NIA "
3-6yTHITHAPOKCHAHH30TIA Ha
XpOMAaTorpaMme pacTBopa
| CTanJapTHOro obpasua
- OYTHNTHIOPOKCHAHM30JIA (paznen
«Cognepxaaue

GYTHATMAPOKCHAHU30JIA).

4 Average weight / Cpeanns
macca

69.3 mg/ 69.3 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 %).

Conclusion: APPROVED /
3axmoyenne: QJOBEPEHO
Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykosonuTesis
Abhishek Chauhan

.

Remarks: The Product conforms to ND/

Ipumeyanne: [Ipoxykr coorBercTByeT TpeboBanuam HIT
Prepared by / Checked by /

TToaroroeneno: Rama Kant Iporepeno: Pardeep Kumar

s £

Reprint Date /
Hara: 22.05.2024

Reprint Date /
Jara: 22.05.2024

Reprint Date /
Jara: 22.05.2024
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CERTIFICATE OF ANALYSIS il

drreddus.com

CEPTHOUKAT AHAJIH3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npeaykr: Keropon” Sxenpece (keToposak) Tabnerks, AMCNEPTHPYEMBIE B OTOCTH pra, 10 Mr
Batch No/ : V2400809 Batch Quantity / : 3600000 tab /
Cepns Ne Qbnem cepun 3600000 Ta6
Analytical Report No / : 040002528987 Date of Analysis / : 22.05.2024
AnaimTHuecKkni oryer Ne Jara aHAJIH3A
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
IlaTa npoM3BOACTBA T'ogen no
Analysis performed according ND / Auanus nposenen mo HJL:
JIMI-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

Page40of8/Crp.4u3 8

;’0 Test / Ilokasaren Results / Pe3ynbTaTsl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOPOAHOCTL MACChI 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He Gomee * 10 %
2/20 Tabnerok — He Honee = 20 %

5 Disintegration time / 00 min 18 sec / 00 muH 18 cex Not more than 3 min / He 6onee 3 MuH
PacnafaemocTh

6 | Dissolution / PacTBopenne Unit-1 / Ta6n-1 101% Not less than 75% (Q) of

. C15H13NO3+C4H [ 1NO3 (ketorolac
Unit-2 / Ta6n-2 101% tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 103% 75% (Q)  CisHi3sNO3*C4Hi1NO;3

. . (ketopojyaka  TPOMETaMMH)  4epe3
Unit-4 / Tabn-4 102% 15 mun
Unit-5 / Tabn-5 102%
Unit-6 / Tabn-6 103%

7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a

JlHdCIepcHOCTD 710 pm sieve is formed. / O6pasyeTcs
ONHOpOHAs CYCIIEH3MA, MPOXonsuan
CKBO3b CUTO C pa3MEpOM OTBEPCTHH
710 MKM.

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

IMpameuanse: ITpoaykr coorsercreyeT Tpebosanusm HIT 3axmouenne: OJIOBPEHO

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

Tloarorosneno: Rama Kant ITposepero: Pardeep Kumar | Ono6peno: MeHemkep / PykoBOAATENE

Abhishek Chauhan
W Qf——:’
Reprint Date / i Reprint Date / Reprint Date /
Jlata: 22.05.2024 Jara: 22.05.2024 JHara: 22.05.2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dkenpece (keroponak) Tabnerku, iucneprupyeMsie B oaocTH pra, 10 Mr

Batch No / : V2400809 Batch Quantity / : 3600000 tab /
Cepun No O6bem cepan 3600000 Tab
Analytical Report No/ -  : 040002528987 Date of Analysis / : 22.05.2024
AnANNTHYeCKHIT oTYeT Ne Jara anajausa

Date of Manufacture / : 05/2024 Date of Expiry / + 04/2026
HAara npoM3BOJICTBA T'open no

Analysis performed according ND / Ananus nposexgen no HI:
[JITE-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 5 of 8/ Crp. S n3 8

8 Related impurities / Poacreenssie npumecu

ketorolac 1-hydroxy analog/ | Below LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He 6onee 0,5 %

1-ruapokcHaHaiIor Hike npenena Konu4ecTBEHHOTO
KeTopoJiaka ornpegencris (IMTKO = 0.0032 %)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6osice 0,8 %
1-keToaHaNor KeToposaka 0.04 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eMHITTHast
HEUAEHTHPULHMPOBAHHAS 0.02 %
NpHMECH
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMMma npumeceit
9 Water / Bona 24% Not more than 7.0% wiw /
He 6onee 7,0 %
10 Residual solvents by GC/ OcTaTousble OpraHH4cCKHe PACTBOPUTENH
Isopropyl alcohol / 16 pg/tab / Not more than 350 pg/tab /
Wsonponanon 16 mxr B Tabnetke He 6onee 350 Mxr B TabneTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Iponykr coorBercTByer TpebopanusM HJI 3akarouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/xecutive /

IMogroTosneHo: Izama Kant IMposepeno: Pardeep Kumar | Onobpeno: Menemxep //Pykosogurens

T Qf_/; Abhishek Chauhan _/!

Reprint Date / \ Reprint Date / Reprint Date /
Jarta: 22.05,2024 JlaTa: 22.05.2024 Jara: 22.05.2024
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Formulation Unit-6

Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoayxr: Keropon™ Dxcnpecc (keToponak) TabAeTKH, JHCNEPrHPYCMEIE B TI0JIOCTH PTa, 10 mr

Batch No / : V2400809 Batch Quantity / : 3600000 tab /
Cepun Ne Obnem cepuu 3600000 Tab
Analytical Report No / : 040002528987 Date of Analysis / : 22.05.2024
ARannTuueckuii oruer Ne Hara anannsa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa npoH3BOACTBA Togen no

Analysis performed according ND / Anann3 nposegen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Papc 6 of 8/ Cyp. 6 u3 8

11 | Microbial enumeration tests / MuxpoGuoaornyeckasn 4ucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6mee yucao He 6onee 1000 KOE/r
23pO6HBIX MUKPO-

OpraHu3MoB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6iee He 6onee 100 KOE/T

YHCIIO APOAOKEBBIX U
TUIECHEBBIX TPHOOB

¢) Escherichia Coli " NA Shell be absent in 1 gram /
OrcyrcTBue B 1 r

12 Uniformity of dosage units / 6.1 Acceptance value (AV) not more than
OaHOpOAHOCTDL 15.0 / IIpuemouHoe 3HaueHune (AV) He
JO3MPOBAHMSA 6onee 15,0.

13 Assay / KosimuecTBeHHOE 9.9mg/9.9 wMr From 90mg to 11.0mg of
onpefesieHHe (99.2 %) C1sH3NO3*C4H INO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
0 11,0mr  CisHisNO3*CsH ;1 NO3
(xeToponaka TpomeTamMuH) (ot 90,0 1o
110,0 % OT 3as1BJIEHHOr0 KOJIMYECTBA) B

. Tabnerxe
14 | Butylhydroxyanisole 0.0955 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0955 Mr B TabneTke He menee 0,042 Mr B TabneTke
6y1‘u.nm11p01ccuaﬂu30.na
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeuanue: IIponykr coorercTByeT Tpeboanmnam HJT 3axmnoyenue: OMOBPEHO
Prepared by / | Checked by / | Approved by: Managgr/Executive /

IonroTorneHo: Rama Kant IIporepeno: Pardeep Kumar | Onobpeno: Meuemxgp / Pykosoanress

Abhishek Chauhan

Reprint Date / ! Reprint Date / Reprint Date /
Jara: 22.05.2024 Hara: 22.05.2024 Hara: 22.05.2024
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CERTIFICATE OF ANALYSIS e

CEPTHO®HKAT AHAJIA3A

Produet: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoayxr: Keropon™ Dxenipece (keToponak) TabieTku, AMCNEPriipyemMble B MOJI0CTH PTa, 10 mMr

Batch No / : V2400809 Batch Quantity / : 3600000 tab /
Cepnst Ne O6wbemM cepHH 3600000 Tab
Analytical Report No / : 040002528987 Date of Analysis / : 22.05.2024
AHaIHTHYEeCKHH oT4eT Ne : JlaTa avanu3a

Date of Manufacture / : 05/2024 Date of Expiry / i+ 04/2026
JlaTa IpoH3BOACTBA Tonen go

Analysis performed according ND / Ananus nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 7 of 8 /C1p. 7 u3 8 .

15 | Package/ YnmakoBka

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. / ITo 10 Ttabyietok B
Gnucrepe w3 (ITA/AJI/IID c
snaronornoruteneM/II2BIT)
doasrn // (I12/AJT) doneru. Ilo
2 Gnucrepa ¢ WHCTPYKLMEH IO
NPUMEHEHUIO B nayuky
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. / Ilo 10
Tabnerok B 6ykctepe U3 (IIA/AJI/TID ¢
snaronornoturenem/[13BII) donbru //
(T13/AJ1) donsru. [To 1 unu 2 Gnucrepa
C HMHCTpYKUWEH NO MNPHMEHEHWIO B
aYKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B coorseTcTBuy ¢ H]

17 | Storage conditions/
XpaHeHHe

Below 25 °C. / Ilpu temneparype He Brime 25 °C.

18 | Shelflife / Cpor l‘"(;l.IHOCTH

2 years /2 roma

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for
each 20th batch, ox for one batch in a year whichever is earlier.
* JIpy BbIMYCKE JIEKAPCTBEHHOT0 NpeNnapaTa KOHTPOJIb Ka4ecTBa Mo nokasateao «Muxpobroaoruyeckas
YUCTOTA» MPOBOANTES JUIs Kamaoii 20-0i cepHH, HITH A/ OAHOI CEPHH B roj, B 3aBHCUMOCTH OT TOTO, HTO

HACTYNHT PaHbIUE.

Remarks: The Product conforms to ND/
[Mpumeuanue: Ilponykr coorsercTeyeT TpebosanusaM HII

Ceonclusion: MPROWD /
3axmouenne;: OXOBPEHO

Prepared by /
IMonrorosneno: Rama Kant

Checked by /
IIporepeHo: Pardeep Kumar

Approved by: Manager/Fxecutive /
Onobpeno: Menemiep/ Pykosonurens
Abhishek Chauhan

Reprint Date /
Hara: 22.05.2024

Reprint Date /
Hara: 22.05.2024

Reprint Date /
JHata: 22.05.2024

erabad - 5000324, Telangano, India
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CERTIFICATE OF ANAL YSIS
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CEPTHOHKAT AHAJITA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Oxenpece (keToposax) tabnerky, AHCHEPrHpyeMbie B M0JIOCTH PTa, 10 mr

Batch No/ : V2400809 Batch Quantity / :+ 3600000 tab /
Cepasa No Q06bem cepun 3600000 Tab
Analytical Report No / : 040002528987 Date of Analysis / : 22.05.2024
AnaiaTuyeckni oryer Ne JlaTa anajiusa

Date of Manufacture / : 05/2024 Date of Expiry / + 04/2026
Jara mpon3BoacTBa T'open o

Analysis performed according ND / Aua.lms nposeaeH nmo HJL:

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

Page 8 of 8/ C1p. 8 3 8

: API name / Haumenopanne ADC:

Ketorolac tromethamine / Keroponaka
TPOMETaAMUH

INN/MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun npousponutenst AQC:

ABRHO002636, ABRHO001513

FP Manufacturer API Batch number /
Homep cepun cyferasunn npoussonautess FJID:

FERA00192, FERA00143

API Manufactured by & country /
| Mpoussoautens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennn'c Jla6opartopuc JITA., Unaus

Remarks: The Product conforms to ND/
[pumeyanne: [TpoaykT coorsercrayeT Tpebosanuam HII

Conclusion: APPROVED /
3aknoyenune: OJOBPEHO

Prepared by / Checked by /
Tonrorosnexo: Rama Kant

N~ ' =

Ilposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opobpeno: Menemxkep ) PykoBpanTelb
Abhishek Chauhan [

Reprint Date/ |
Tara: 22.05.2024

Jara: 22.05.2024

Reprint Date /
Jara: 22.05.2024

sad Mo, 3, Bzojara Hillz, Hyderabad - 500
- 4

Q Bzt mpih@gyreday:
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