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CEPTHOHUKAT AHAJIA3A

Produet: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tiponyxr: Keropon™ Skenpecc (ketoponak) TabneTky, AUCIeprapyemble B noiocty pra, 10 mr

Batch No / 1 V2400402 Batch Quantity / : 3600000 tab /
Cepua Ne Obnem cepnH 3600000 Tab
Analytical Report No / : 040002464982 Date of Analysis / : 28.03.2024
[AnanuTHaeckuii oryer Ne JlaTa aHaan3a

Date of Manufacture / : 02/2024 Date of Expiry / ¢ 01/2026
JaTa npoH3BOACTRA Togen o

Analysis performed according ND / AHanus npoBeaes no H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel ot

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 1 of 8 / Crp. 113 8

1;.? Test / [TokazaTens Results / PesynbstaTsl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled | Light yellow round flat beveled tablets

tablets with "[" debossed on one
side. / Kpyrnele, miockne
Tabnetku ¢ Gackolf, CBETNIO-
WENTOTQ LBETa ¢ TpaBUPOBKOM
«I» Ha OIHOM CTOpPOHE.

with "|" debossed on one side. /
Kpyrnsle, nockue Tabnetku ¢ ¢packoi,
CBETIIO-KENTOT0 LBETA C TPaBHPOBKOM
«l» Ha O@HOW CTOPOHE.

2 Identification / [ToanuHHOCTS

Ketorolac / Kemoponax

a) Byuv/
V®-cnekrpodoToMeTpust

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTps!
MOrJOIEHUS UCIIBITYEMOr0 PacTBoOpa U
pacTBopa  cTaHmaptHoro  obpasua
KETOpOJIaka TPOMETaMMHAa  JOJDKHEI
HMETh MaKCHMYMBI [IPH ONHOH H TOH ke
JIJIMHE BOJHBI (+ 2 HM).

Remarks: The Product conforms to ND/

IIpumeyanue: Ilpoaykrt cooTBeTcTBYeT TpeboBanuam HJJ

Conclusion: APPROVED /
3akimwuyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
MogrorosngHo: Anjali ITpoeepeno: Rama Kant Ono6peno: Menenxep / PykopofMrens
\ Manoj Kumar @L
: .
Reprint Date / Reprint Date / Reprint Date /
Jarta: 28.03.2024 JHara: 28.03.2024 Jlara: 28.03.2024




Dr.Reddy’s € o g e,
CERTIFICATE OF ANALYSIS ' : SR
CEPTU®HKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Ketopon™ Dkenpecc (keToponak) TabneTkH, AXCTICPTEPYEMbIE B IONOCTH pTa, 10 Mr

Batch No / : V2400402 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepHH 3600000 Tab
Analytical Report No / : 040002464982 Date of Analysis / : 28.03.2024
ApanuTHYeckHil oTueT Ne JlaTa aHaJIM3a

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
JlaTa npoH3BoACTBa T'ogen po

Analysis performed according ND / Auanuz nposegen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel or
27.12.2021, mamenenne No2 or 11.11.2022) -

Page2 of 8/ Crp. 2 uz 8

No

Test / IlokaszaTens Results / PesyneTaTs Specification / Hopma
Ne

b) By HPLC/B3XX Complies / CooTBETCTBYCT 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 ylepXuBaHHsS
OCHOBHOTO THKa Ha XpoMaTorpaMme
HCOBITYEMOr0  pacrBopa  AOJIKHO
COOTBETCTBOBATH BpPEMEHH
YICP)XUBAHHSA OCHOBHOTO TMHKAa Ha
XpoMarorpamme pacTBopa
CTaHZapTHOro oOpasilla KeTopoJiaka
TpOMeTaMHHa (paznen
«KosnuecTBEHHOE ONpEENeHUER).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
llpumeuanue: [IponykT coorseTcTByet TpeboBanmam HJY 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Honroriﬁe o: Anjali IIposepeno; Rama Kant Opobpeno: Menemxkep / Pykospaurens
é:"" M,‘L}; Manoj Kumar E g 'E?

Reprint Date / Reprint Date / Reprint Date /
Jara: 28.03.2024 Hata: 28.03.2024 Hara: 28.03.2024




Dr.Reddy’s ‘%.‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoiykt: Keropon” Dxcnpecc (keToponaxk) tabieTky, AHCOeprupyeMee B Nol0CTH pra, 10 mMr

Batch No / : V2400402 Batch Quantity / : 3600000 tab/ |
Cepna Ne O06beM cepHH 3600000 Tab
Analytical Report No/  : 040002464982 Date of Analysis / : 28.03.2024
AHANNTHYECKMH oTIeT Ne JlaTa avaauza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026

JaTa ppoM3BOACTBA Tomen 1o

Analysis performed according ND / Anann3 nposegen no H/L:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or
27.12.2021, namenenne Ne2 or 11.11.2022)

Page3 of 8/Crp.3u3 8

No
Ne

Test / Tloxa3zaTennb

Results / Pe3ynpTaTs!

Specification / Hopma

3

Identification
Butylhydroxyanisole /
IMoanuHHOCTH
OYyTHATHIPOKCHAHHU30JT

Complies / CootBeTcTBYET

The  retention  times of  2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
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 YIEpKHBaHHA
NHKOB  2-OYTHITMOPOKCHAaHW301a H
3-Gy THNTHAPOKCHAHK301a Ha
XpomarorpaMme HCIBITYEMOrO
pacTBopa JOMKHBI COOTBETCTBOBATE
BpeMeHaM yIepKHBaHHA MHKOB
2-0y TUArHAPOKCHAHH30NA U
3-6yTHIrMAPOKCHAHK30/1a Ha
XpoMaTorpaMme pacTeopa
CTaHOAPTHOTO obpasua
6yTUWIrH APOKCHAHHU30J1a (pazzmen
«CopepxaHue

Oy TUNTHAPOKCHAHA30IIAN).

Average weight / Cpeansia

Macca

69.2 mg/ 69.2 mMr

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

Remarks: The Product conforms to ND/
[Ipumeuanue: [IpoaykT cooreTcTByeT Tpebosanuam HJI

Conclusion: APPROVED /
Zakawuenne: OJOBPEHO

Prepared by /

UOTII"OTOBHETK Aﬂali
e

Checked by /
TTporepenn: Rama Ka{l.t:
f
T

Approved by: Manager/Executive /

Onobpeto: Meuemkep / PYKOBOQAHTE/b
Manoj Kumar M
P —

Reprint Date /
Jara: 28.03.2024

Reprint Date /
Hara: 28.03.2024

Reprint Date /
Jara: 28.03.2024
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Dr.Reddy’s €&
CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoaykr: Keropon® Dkcnpecc (ketoponak) TabneTku, AUCNeprypyeMsle B N0JNOCTH pra, 10 Mr

Batch No / : V2400402 Batch Quantity / : 3600000 tab /
Cepusa Ne OGBem ceput 3600000 Ta6
Analytical Report No / : 040002464982 Date of Analysis / : 28.03.2024
AHaNHTHYECKHI oTyeT No JaTa ananuza

Date of Manufacture / s 02/2024 Date of Expiry / : 01/2026
JaTa npoH3BOACTBA Tonxen po

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

27.12.2021, u3menenne No2 o1 11.11.2022)

Page4 of 8/ Crp.4 n3 8

1;.00 Test / IToka3aTenn Results / Pe3ynbTaTthl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OxHOPOIHOCTE Macehl 2/20 tablets - not more than + 20 % /

18/20 Ttabnerok — He Oomee + 10 %
2/20 tabnerok — ne 6onee = 20 %
5 Disintegration time / 00 min 24 sec / 00 MHH 24 cek Not more than 3 min / He 6onee 3 Muu
Pacnagaemocrsb
6 Dissolution / PacTBopeHue Unit-1/ Tabn-1 98% Not less than 75% (Q) of
. Ci15H13NO5+C4H; 1 NO; (ketorolac
Bl g o tromethamine) in 15 min / He mehee
Unit-3 / Ta61-3 97% 75% (Q)  CisHiaNO3*CsHiNO3
) (keropojlaka  TPOMETaMUH)  4Yepe3
Unit4 / Tabn-4 98% 15 MuH
Unit-5 / Tabn-5 101%
Unit-6 / Tabn-6 101%

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

JucrepcHocTh 710 pm sieve is formed. / Obpasyercs
OJHOPOLHAA CYCMEH3UA, NPOXOAAIlas
CKBO3b CHTO C pa3MepoM OTBEpPCTHH
710 MKM.

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

Ipumeuanue: IIpoaykr cooTBeTcTBYET TpeboBasmsaM HJI 3axmouenne: OJJOBPEHO

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

[Moarorosnepio: Anjali ITposepeno; Rama Kant Ono6peno: Menemxkep / PykopoauTeis

= @‘"‘bﬂ Lt‘ | Manoj Kumar d" l E
x /
Reprint Date / Reprint Date / Reprint Date /
Jara: 28.03.2024  Jara: 28.03.2024 Hara: 28.03.2024




Dr.Reddy's ‘.0 i ot o
| CERTIFICATE OF ANALYSIS ‘ B L6R SE001-0
CEPTHOHUKAT AHAJIA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dxenpece (ketoponak) TabieTky, AMCIEprispyemsie B oocT# pra, 10 mr

Batch No / 1 V2400402 Batch Quantity / : 3600000 tab /
Cephia Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002464982 Date of Analysis / : 28.03.2024
AHAIHTHIECKHIT 0TYeT No Jara ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa npousBoncTBa I'onen go

Analysis performed according ND / Anann3s nposexen mo HI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page S of 8/ C1p. Suz 8

8 Related impurities / PogcTBeHHbIe npuMecH

ketorolac 1-hydroxy analog / Not detected / He 06Hapyxeta Not more than 0.5 % / He 6ojee 0,5 %
1-ruapokcuaHanor
KeTopoJiaka

ketorolac 1-keto analog/ 0.05 % Not more than 0.8 % / He 6onee 0,8 %
1-keToananor keToponaka

Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIUHHYHAs
HeMIEHTH(GHIHUPOBAHHAS 0.02 %
fIDUMECE

Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceit

9 Water / Boaa 26% Not more than 7.0% w/w /
He 60nee 7,0 %

10 | Residual solvents by GC/ OcTaTo4HbIe OpraHuYecKHe PaCTBOPUTEH

Isopropyl alcohol / 12 pgitab / Not more than 350 ug/tab /
Hsonpomnanon 12 Mkr B Tabnerke He 6osee 350 mxr B TabeTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipnnesanne: Mponykr cooreercTayer Tpebosanmsm HJL 3axaouenne: QJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TloaroToenewo: °ﬁ)ﬁjali IIpoBepeHo: Rama Kant Onobpeno: Menemxep / Pykosoanresns
"%i// Mgbt : Manoj Kumar »
Reprint Date / Reprint Date / Reprint Date /
JHara: 28.03.2024 Hara: 28.03.2024 Jara: 28.03.2024




. @ bRt
CERTIFICATE OF ANALYSIS e
CEPTHUOHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Nponykt: Keropon® Dkcnpecc (keToponak) TaGneTky, AMCneprupyemsie B nonocty pra, 10 mr

Batch No/ 1 V2400402 Batch Quantity / : 3600000 tab /
Cepus Ne Obbem cepiu 3600000 Tab
Analytical Report No / : 040002464982 Date of Analysis / : 28.03.2024
AHaJquTHYeCKHH oTyeT No Jara asanausa

Date of Manufacture / 1 02/2024 Date of Expiry / + 01/2026
JaTa npou3BoacTBa T'open go

Analysis performed according ND / Anainz nposenen no H/L:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenne Nel ot

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page 6 of 8 / Cyp. 6 3 8

11 | Microbial enumeration tests / MUKpoGHoIOrHYecKas YHCTOTa*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Od1ee uucno He 6onec 1000 KOE/r
a3pOOHbIX MUKpO-

OpraHM3MOB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6ulee He 6onee 100 KOE/r

YHCNO JPOXOKEBBIX H
IUTECHEBLIX IpubOB

c) Escherichia Coli : NA Shell be absent in 1 gram /
OtcyrcTBHEB 1 T

12 | Uniformity of dosage units / 4.5 Acceptance value (AV) not more than
OOHOPOOHOCTL 15.0 / TIpueMouroe 3HaueHne (AV) He
JI03HPOBAHMS 6osee 15,0.

13 | Assay/KonauuyecTBeHHOe 9.9 mg/9.9mr From 90mg tec 11.0mg of
onpeaeneHHe (99.5 %) CisH;3NO;+C4H; INOs (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 Mr
o 11,0 mr C15sH13NO3+C:H11NO;
(keroponaka TpomeramuH) (oT 90,0 no
110,0 % oT 3aBJIEHHOIrO KOJIUYECTBa) B

TabneTke
14 | Butylhydroxyanisole 0.0936 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0936 mr B Tabnerke He menee 0,042 mr B Tabnerke
GYTHArHAPOKCHAHH30/12
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBarwsam HJL Saxiaouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tln,r{rnTan:uj; Kjali TTporepeno” Rama Kant Onofpern Menrxen / Pykoraaurenh
RS — @.l.u ,s,,g: Manoj Kumar E a : ffi?
Reprint Date / Reprint Date/ Reprint Date /
Jara: 28.03.2024 JlaTa: 28.03.2024 Jara: 28.03.2024

gerorat] Difico: 8-2-337, Hoad No. 3, Banjara:Hills, Hyderaiong




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg e
Ipoayxr: Keropon™ Dkenpece (keToponak) TabneTkH, AMCTeprupyemble B NOA0CTH pra, 10 Mr
Batch No / 1 V2400402 Batch Quantity / : 3600000 tab / 1
| Cepus No Obbem cepnn 3600000 Tab
Analytical Report No / :+ 040002464982 Date of Analysis / : 28.03.2024
AnaanTHIecKHi oT9eT No Jdata anaiusa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JarTa npoussoacTBa Togen no
Analysis performed according ND / Ananns nposegen mo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot
27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 7of 8§/ Ctp. 7 u3 8

15 Package / Ynakogska

10 tablets in a blister of
(PAJAL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetok B
onucrepe n3  (ITAJAJI/IID ¢
snaronorotuteneM/[13BII)

¢onsry // (TIS/AJT) donsra. Tlo
2 onucrepa ¢ MHCTpYKUHEHR no

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
Tabnetok B 6auctepe m3 (ITA/AJI/TI3 ¢
praronornotuteneM/[13BI1) donbru //
(T12/AJ]) ponbru. [To 1 wiu 2 6ndcTepa
C MHCTpYKUMeHdl 10 NpHMEHEHHIO B
nauKy KapTOHHYIO.

NPUMEHEHHIO B
KapTOHHYIO.

nayKy

16 | Labeling / MapkupoBka

According to ND / B cootseTctBuu ¢ HJ

17 | Storage conditions /
XpaueHue

Below 25 °C. / Ilpu Temneparype He Bbiuie 25 °C.

18 | Shelflife / Cpok rognoctn

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 carlier.

* [Ipu BbINyCKe NTEKAPCTBEHHOrO NPenapara KOHTPOJIL KayecTBa o nokasarento «Mukpobuosoruyeckas
YHCTOTAY MPOBOAMTCS AN Kaxaoi 20-0ii cepuu, MJIH A OTHOMH CEPHA B IO, B 3aBUCHMOCTH OT TOr0, YTO

HaCTYINHUT paHbIlIe.

Remarks: The Product conforms

to ND/

ITprmeuanue: IIpoaykT coorBeTcTBYET TpeboBanusaM HJI

Conclusion: APPROVED /
Zaxnrouenne: OJOBPEHO

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

IoaroTosngio; Anjali [TpoBepeHo; Kant Qnobpeno: Menemkep / Pyx‘ono,jmenh
:ﬁ(' ' Manoj Kumar

Reprint Date / Reprint Date/ Reprint Date /

Hara: 28.03.2024 Hara: 28.03.2024 JHara: 28.03.2024
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Dr.Reddy’s Q,‘.‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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

Ipoaykt: Ketopon® Dkcnpecc (keToposiak) TabNeTKH, AUCHeprdpyemMbie B OJIOCTH pTa, 10 M
poAy p p P prapy

Batch No / : V2400402 Batch Quantity / : 3600000 tab /
Cepitn Ne O6Bem cepun 3600000 Tab
Analytical Report No / : 040002464982 Date of Analysis / : 28.03.2024
AHaJduTH4YeckHil oTyer Ne Jara anannza

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
Jara npou3BoACTBA Topen go

Analysis performed according ND / Ananns nposexen nmo H/I:

27.12.2021, n3menenne Ne2 ot 11.11.2022)

JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

Page8 of 8/ Crp. 8 m3 8

API name / Haumenopanue ADOC:

Ketorolac tromethamine / Ketoponaka

Homep cepuy cydceraHnun npoussogurens FJId:

TPOMETaMHH
INN/MHH: Ketorolac / Keroponak
API manufacturer batch number /
Homep cepun npoussoautens ADC: RLEIQ I
FP Manufacturer API Batch number / FERA00028

API Manufactured by & country /
Mpoussoantens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlaboparopuc JIta., Manus

Remarks: The Product conforms to ND/
[Tpumeuanue: IpoaykT cooTBETCTBYET TpeboBaHusim HJT

Conclusion: APPROVED /
Baxnaryeune: OJNOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
{lonroropneno: Anjali ITpoeepeHo: Rama.Kauk_ Onobpeno: Menemxep / Pykososurens
i&- W Manoj Kumar @y’)ﬁ
] / .
Reprint Date / Reprint Date / Reprint Date /
Jlara: 28.03.2024 Jara: 28.03.2024 JHara: 28.03.2024




