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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Bxenpecc (ketoponak) Tabnerkw, AMCNCPIrHPYCMbIE B MTONIOCTH P4, 10 mr

Batch No / 1 V2302483 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepuH 3600000 Tab
Analytical Report No / : 890001707160 Date of Analysis / : 21.12.2023
AnannTrYeckHii oryer Ne HMara anann3a

Date of Manufacture / : 11/2023 Date of Expiry / :+ 10/2025
JlaTa NpoOH3BOACTBA T'ogen no

Analysis performed according ND / Ananus nposeaen o HI:

JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmeHenHe Nel or

27.12.2021, namenenne Ne2 or 11.11.2022)

Page1of 8/Crp. 113 8

No

N Test / Ilokaszarenb

Results / Pe3ysbTatsl

Specification / Hopma

1 Description / Onncanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrabie, TUIOCKHE
Tabnetkn c¢ (ackol, CBETIO-

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrasre, nnockue TabneTky ¢ Gacko,
CBETJIO-XKEATOro IBeTa ¢ TPaBHPOBKOIA

JKEJTOro I1BETa C IPaBHUPOBKOI | «l» Ha OJHOM CTOpOHE.

«l» Ha onHOit CTOpOHE.

2 Identification / [TognuHHOCTD

Ketorolac / Kemoponax

a) Byuv/
Y®-cnekrpodoTOMETPHSA

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-criexTpsl
NOTIOLIIEHMs UCIILITYEMOrO PacTeopa M
pacTBopa  cramiapTHoro  ofpasua
KeTOpoJiaka TPOMETaMKHA  JOJDKHSI
HUMETh MAKCHMYMBbI IPH ONHOH U TOH e
JUTHHE BOJHEI (+ 2 HM).

Complies / CooTBETCTBYET

Conclusion: APPROVED /
3axmoyenue: OJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menegpiep / PykoBoaUTE b
Abhishek Chauha’&

\

Remarks: The Product conforms to ND/

Ipumeuanue: [poaykt coorreTcTByeT Tpeborannam HJI
Prepared by / Checked by /
TloaroroaeHo: Ankit - [Iposepero: Rama Kant

/f\ 2 g,@ g

Reprint Date /
Jata: 21.12.2023

Reprint Date /

Reprint Date /
Jata: 21.12.2023

Jlara: 21.12.2023




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poayxr: Keropon™ Sxcnpece (ketoponak) TaieTky, ZuCneprupyemsie B 1010cTH pra, 10 Mr

Batch No / : V2302483 Batch Quantity / : 3600000 tab /
Cepusn Ne O6nem cepHn 3600000 Tab
Analytical Report No / : 890001707160 Date of Analysis / : 21.12.2023
AxanuTHYeCcKHi oT4yeT Ne JlaTta anaau3za

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
HaTa npousBoaAcTBa T'oxen go

Analysis performed according ND / Ananu3 npoBenen mo HJI:
J1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or

27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page 2 of 8/ Crp. 2 u3 8

Noé

» Test / IloxazaTens

Results / PesynsTaTsl

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). / Bpems yOepXHBaHUA
OCHOBHOTO IIHKa Ha XpoMarorpamme
HCOBITYEMOrO  PacTBOpa  JOJDKHO
COOTBETCTBOBATH BPEMEHH
YIOEPXHMBAHUA OCHOBHOTO TMKa Ha
XpOMaTOrpamme pacTBopa
cTagmapTHoro ofpaslia KeTopolaka
TpOMETaMHHa (paznen
«KO/IHYeCTBEHHOE OMpeaeNeHHe»).

Remarks: The Product conforms to ND/
Ipumeyanue: Ilpoaykt cooTeTcTBYET Tpebosanmam HJL

Conclusion: APPROVED /
3aknryenne: OJJOBPEHO

Prepared by /
IToarorosnewo: Ankit

Checked by /
IIposepeno: Rama Kant

Aol

Approved by: Manager/Executive /
Opobpeno: Menekep / PykoBoauTens
Abhishek Chauhan \

\ A

Reprint Date /
Jara: 21.12.2023

Reprint Date /

Jara: 21.12.2023

Reprint Date /
Jara: 21.12.2023
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpomyxr: Keropon™ Dxenpece (ketoposiak) TabieTki, AHCHEPIHpPYEMBIC B NON0CTH PTa, 10 Mr
Batch No/ : V2302483 Batch Quantity / : 3600000 tab /
Cepus Ne O61em cepiti 3600000 Tab
Analytical Report No / :+ 890001707160 Date of Analysis / : 21.12.2023
AnanaTHIeCKHi oTueT No JlaTa anayu3a |
Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
Hdara nponsBoacTBa I'oaen go
Analysis performed according ND / Anaaus nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ nzmenenne Nel ot
27.12.2021, namenenne Ne2 ot 11.11.2022)
Page 3 of 8/ Crp. 343 8
1}? Test / IokazaTesb Results / PesyabTaTsl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IognnHHOCTE butylhydroxyanisole peaks on the
Oy THATHAPOKCHAHM3O0 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). / DBpeMeHa YHEpPKHBAHHA
NHKOB  2-6YTHIMHAPOKCHAHH3ONA H
3-6yTWIrHAPOKCHAaHH30/Ia Ha
XpoMarorpaMmme UCTIBITYEMOTO
pacTtBopa [OOJDKHBI COOTBETCTBOBATE
BpeMEHaM YACPXXHBAHUA INAKOB
2-6yTUIrHIPOKCHAHH3011a H
3-6yTHITHAPOKCHAHH30]12 Ha
XpoMarorpamme pacTBopa
CTaHIapPTHOro obpasua
6yTUIrHAPCKCUaHH30J1a (paznen
«ConepxaHue
6yTHITHAPOKCHAHN30IIa»).
4 Average weight / Cpegnas 69.0 mg / 69.0 Mr 67.2 mgto 72.8 mg (70.0 mg £ 4.0 %)./
Macca Ot 67,2 Mr o 72,8 Mr (70,0 Mmr+4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: ITpoaykT cooTreTcTBYeT TpeboBanuam HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroToBneHo: Ankit f\ Tposepeno: Rama Kant Onobpeno: Menegaep / Pyrkosoanrens
: i Abhishek Chauha
l/ il ‘%\ v\
Reprint Date / Reprint Date/ Reprint Date / \
Jara: 21.12.2023 JHara: 21.12.2023 Hara: 21.12.2023




Dr.Reddy’s q;‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon” Sxenpecce (ketoponak) TabeTky, AMcnieprupyenmbie B 1onocty pra, 10 mr

Batch No / : V2302483 Batch Quantity / : 3600000 tab /
Cepus No O6Bem cepuy 3600000 Tab
Analytical Report No / : 890001707160 Date of Analysis / : 21.12.2023
Anannruqecxni’l oruer Ne JlaTa ananu3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npoH3BOACTBA Topen ao

Analysis performed according ND / Ananns nposenen no HJL:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, namenenue Ne2 ot 11.11.2022)

Page4of 8/ Crp. 4n3 8

i: Test / Iloka3aTean Results / Pe3ynsTaThl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than + 10 %
OxHOPOAHOCTH Macchl 2/20 tablets - not more than + 20 % /

18/20 Tabnetok — He 6osee + 10 %
2/20 Tabnetok — He Gonee + 20 %
5 Disintegration time / 00 min 20 sec / 00 mun 20 cex Not more than 3 min / He 6onee 3 MuH
Pacnapaemocrs
6 Dissolution / PacTBopenne Unit-1/ Tabn-1 100% Not less than 75% (Q) of
| C15sH13NO;+*C4H | | NG3 (ketorolac
Unit-2 / Tabn-2 100% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 101% 75% (Q  CisHisNO3*C4HiiNO3
. (keToponaka  TPOMETAaMHMH)  4epes
Unit-4 / Ta6n-4 101% 15 MuH
Unit-5 / Tabn-5 99%
Unit-6 / Ta6n-6 100%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JIucmepcHocTh 710 pm sieve is formed. / O6pa3yetcst
ONHOPOAHAs CYCIEH3WA, NpPOXOAAIIAsL
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MKM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

ITpumeuanue: Ilpoaykr cooTBeTcTBYET TpeboranusM HJ|

Sakawyenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Ankit f,_
/A~
L

Checked by /
[Iposepeno: Rama Kant

diod

Approved by: Manager/Executive /
Onobpeno: Menesaep / Pykosonutens
Abhishek Chauha:’&& \

A

Reprint Date /
Hara: 21.12.2023

Reprint Date /

Jara: 21.12.2023

Reprint Date /
Jara: 21.12.2023
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkenpecce (ketoponak) TabneTku, AUCTIEPTHPYEMbIC B MOJIOCTH pTa, 10 Mr

: 3600000 tab /

Batch No / : V2302483 Batch Quantity /

Cepun Ne O0beM cepun 3600000 Tab
Analytical Report No / : 890001707160 Date of Analysis / : 21.12.2023
AnanuTiHyeckdii oTuer Ne HMara anaanza

Date of Manufacture / : 11/2023 Date of Expiry / ¢ 10/2025
Jara npoH3BOACTBA T'ojten oo

Analysis performed according ND / Anannz nposenen no HJL:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, uamenenne Ne2 or 11.11.2022)

Page5of 8 /Crp.Snuz 8

8 Related impurities / PoacTBesHbIe NpUMeci

1-ruapoxcyananor

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %)/
Hwxe npenena oGnapysceius (10 —

Not more than 0.5 %/ He Gonee 0,5 % |

KeToponaka 0.0010%)
ketorolac 1-keto analog/ 0.06 % Not more than 0.8 % / He 6oxee 0,8 %
1-keToaHaor KeToposiaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
e AHHHYHAA
HeHIeHTUHHLIMPOBaHHAA
pUMech
Total impurities / 0.1% Not more than 1.0 % / He Gonee 1,0 %
CymMa npumeceit
9 Water / Boxa 25% Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTraTouHble 0PraHH4YeCcKHe PaCTBOPHTE]IH

Isopropyl alcohol /
Hsonponanon

8 pg/tab /

8 MKT B TabyeTke

Not more than 350 pg/tab /
He 6oee 350 mxr B Tabnerke

Remarks: The Product conforms to ND/
[pumeuanue: [poaykT coorserctayet Tpebopanuam HJL

Conclusion: APPROVED /
Baxnwucnne: OJJOGPEHO

Jata: 21.12.2023

Hara: 21.12.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotorneHo: Ankit [poeepero: Rama Kant OnobpeHo: Menegkep / Pykosomurens
/ A - : Abhishek Chauhan}
|~ ' od \
Reprint Date / Reprint Date / Reprint Date / \

Hara: 21.12.2023
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykT: Ketopon® Dkenpecc (keToponak) TabaeTky, AHCIEPrupyemble B 100CTH pra, 10 mr

Batch No / : V2302483 Batch Quantity / : 3600000 tab /
Cepus Ne O6Bem cepun 3600000 Tab
Analytical Report No / : 890001707160 Date of Analysis / : 21.12.2023
AnanuTiHIecKHH oT4eT Ne Jara anamusa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jdara npoussoacTea I'ogen no

Analysis performed according ND / Ananus nposefen o HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenue Nel ot

27.12.2021, n3menenne No2 ot 11.11.2022)

Page 6 of 8/ Crp. 613 8

11 | Microbial enumeration tests / Mukpo6uosiornyeckas 4ncToTa*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ofwee wucno He 6onee 1000 KOE/r
a3po6HLIX MEKPO-

OpTaHH3MOB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6Liee He 6onee 100 KOE/r

YUCJIO APONCOKEBBIX K
[UIECHEBLIX IPHOOB

c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBe B 1 1

12 Uniformity of dosage units / 8.1 Acceptance value (AV) not more than
OpHopoAHOCTH 15.0 / [IpyieMoyHoe 3HaueHue (AV) He
O03HPOBAHHSA 6onee 15,0.

13 | Assay/KonuyecTBeHHOe 9.8 mg/9.8 Mr From 90mg to 11.0mg of
ornpeneneHue (98.5 %) CisHi3sNO3C4H | INOs (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
g0 11,0mr  CisHi3NO3*C4H1NO;
(xetoponaka TpometamiH) (ot 90,0 no
110,0 % oT 3asBJIEHHOr0 KOJHYECTBA) B

TabneTke
14 | Butylhydroxyanisole 0.0984 mg/tab / Not less than 0.042 mg/tab /
soment / CopepRaHne 0.0984 m1' B 1d0ieike He menee 0,042 mi B 1alnene
6)’THJ'II""I[|’)OKCH8HHSOHZ
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeyanue: [Ipoaykt cooTBeTcTBYET TpebopaHusM HI 3aknrouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarotosneHo: Ankit I[Iposepero: Rama Kant Onobpeno: Menenadep / PykoBomurens
/A_,, Qz i }I Abhishek Chauhan | \
Reprint Date / Reprint Date / Reprint Date /
Hara: 21.12.2023 Hara: 21.12.2023 Jlata: 21.12.2023




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Kertopon™ Dkcnpecc (ketoponax) TafNneTky, AUCIEPripyeMBIe B MIONIOCTH PTd, 10 mr

Batch No/ : V2302483 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepHu 3600000 Tab
Analytical Report No / : 890001707160 Date of Analysis / : 21.12.2023
AnaguTHYecKnH oTyeT Ne JaTa apajanza

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
Jlata npoM3BOACTBA Tomen no

Analysis performed according ND / Ananu3 nposenen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ m3menenue Nel or

27.12.2021, uamenenue Ne2 ot 11.11.2022)

Page 7 of 8/Crp. 7u3 8

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. / [Mo 10 Ttabnetok B
Gmacrepe 13 (IIA/AJI/TIS ¢
pnaronornorureneM/II3BII)
donsru // (T15/AJT) donsru. ITo
2 6mMcTepa ¢ MHCTpyKUHEH 10
TIPHMEHEHHUIO B nauky
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 6nuctepe u3 (INA/AJITIO ¢
snaronoryoturenem/[12BI1) donbru //
(I12/AJT) donsru. Ho 1 wim 2 GaucTepa
C MHCTPYKLMEH [0 TNPUMEHEHHIO B
Tauxy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBeTcTBHH C H]I

17 | Storage conditions /
Xpaueniie

Below 25 °C. / Ipu Temneparype He Bbiiue 25 °C.

18 Sheif life / Cpox rogHocTH

2 years / 2 roga

* 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 BeINycKe JeKAPCTBEHHOr0 MPeNapaTa KOHTPO/Ib KaYecTBa Mo noxasarento «Mukpobuosoriieckas
YHCTOTA» NPOBOANTCS ANS KaxAoi 20-0it cepuH, WM ANIA OAHOI cepuH B rofl, B 33aBHCHMOCTH OT TOr0, 4T0

HACTYNHT paHblile.

Remarks: The Product conforms to ND/
IMpumeuanue: [TponykT coorBeTcTBYET TpeboBannam HI

Conclusion: APPROVED /
3axmrouenne;: OJJOGPEHO

Prepared by /
ITonrorosneno: Ankit /

Checked by /
Iposepeno: Rama Kant

Ao

Approved by: Manager/Executive /
Ono6peno: Menevkep / PykoBonuTens
Abhishek Chauhan

Reprint Date /
Hata: 21.12.2023

Reprint Date /
Hara: 21.12.2023

Reprint Date /
Jara: 21.12.2023
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HponykT: Keropon®™ Sxcnpece (ketoponak) Tabnerky, AHCHEprupyeMbie B I0JIOCTH pra, 10 Mr

Batch No / 1 V2302483 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 Tab
Analytical Report No / : 890001707160 Date of Analysis / : 21.12.2023
AHATHTHYECKHIT oTUeT Ne JdaTta anasinza

Date of Manufacture / : 1172023 Date of Expiry / : 10/2025
JMaTa npoH3BOACTBA I'oxen go

Analysis performed according ND / Ananus npoeexen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, mamenenne Ne2 or 11.11,2022)

Page 8 of 8/ Crp. 813 8
API name / Hanmenopanne ADPC: Ketorolac tromethamine / Ketoponaxa
TPOMETAMMH
INN / MHH: Ketorolac / KeToponak
API manufacturer batch number /
Homep cepuu npouspoaurens APC: e
FP Manufacturer API Batch number /
Homep cepuu cy6eTanuun npoussoauress IJId: et ]
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponseoaurens APC, cTpaHa: JI-p Peqnu'c Jlaboparopuc JItn., Unnus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
INpumeuanue: ITponykr cooreeTcTByeT Tpebosanmam HJT 3aknwyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TNoarotosneno: Ankit : IIposepeno: Rama Kant Omnobpeno: Menemigp / Pykosoaurens
/\' o W Abhishek Chauhan \
cind 2l A
Reprint Date / Reprint Date / Reprint Date / \
MHata: 21.12.2023 Hara: 21.12.2023 Jata: 21.12.2023




