Dr.Reddy’s Qf"

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIporyKT: Keropon®™ Dkenpecc (keToponak) TadaeTkH, Auc

neprapyemsie B MojiocTh pra, 10 mr

Batch No / : V2400405 Batch Quantity / : 3600000 tab /
Cepua Ne O06nem cepin 3600000 a6
Analytical Report No / : 040002468229 Date of Analysis / : 29.03.2024
AnanuTHuecKHH oTyer Ne Jdara aHAJH3A

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JIaTa NpOH3BOACTBA Togen mo

Analysis performed according ND / Ananu3s npoeeaes no HII:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel or
27.12.2021, n3menenne Ne2 ot 11.11.2022)

Pagelof8/Crp.1 u3 8

V®-cuextpothoTOMETPUA

-
Jl:I.o ¢ Test / IlokazaTens Results / Pesynerarsl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" dcbossed on one | with "' debossed on one side. /
side. / Kpyrnble, wmnockue | Kpyrible, miockue TabneTku ¢ dackoii,
tabnetkn ¢ (ackolf, CBeTnmo- | CBETNO-XENTOro LRETa C FpaBUPOBKOit
XKEJNTOro LBETa C TPaBMPOBKOH | «I» Ha ofHOMN CTOPOHE.
«» Ha ORHOH CTOPOHE.
2 Identification / [ToAnHHHOCTE
Ketorolac / Kemoponax
a) ByUV/ Complies / CooTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-criekTpsl
[OTJIOLIEHHs HCIBITYEMOIO pacTeopa U
pacTeBOpa  CTaHjapTHoro  obpasua-
KeToponaka TpOMETaMUHA JIOJIKHEIL
MMeTh MAKCMMYMEI TIPU OLHOM 1 TOH XKe
IUIVHE BOJIHEI (£ 2 HM).

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

Tpumeuanue: [IPOLYKT cOOTBETCTEYET TPeOOBAHHAM HA

Zaxmouzenne: OJJOBPEHO

Prepared by / Checked by / Approved by. Mangged/Executive /

[onroropneHo: Nitin Sharma | Ifposepero: Santgsh Kumar [ Omo6pero: Menemiep / Pykosonurens
Maurya ( ’K_l_._ _ Abhishek Chauhan )\

Reprint Date / Reprint Date / | Reprint Date / =

Hara: 29.03.2024 Jlara: 29.03.2024 Hara: 29.03.2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHDOHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Sxcnpecc (keToponak) TabNeTkH, IHCAEPrHpyeMbie B NI0N0CTH pra, 10 Mr

JlaTa HpoH3BOJACTBA

Batch No / : V2400405 Batch Quantity / : 3600000 tab /
Cepus Ne O6pem cepHn 3600000 Tab
Analytical Report No / : 040002468229 Date of Analysis / : 29.03.2024
AHanuTHYecKnii oTyeT No Jata ananusa

Date of Manufacture / : 0212024 Date of Expiry / SONE0RE

Topen po

27.12.2021, namencane No2 ot 11.11.2022)

Analysis performed according ND / Ananus nposegen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3mencuue Nel or

Page2of 8 /C1p. 2 u3 8

No

N Test / IToxazaTennb

Results / PesynbTaTst

Specification / Hopma

b) By IIPLC/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
scction). / Bpema  ylepXuBaHud
OCHOBHOTO NUKa HAa XpoMaTorpamme
UCTIBITYEMOTG ~ pacTBopa  JOJDKHO
COOTBETCTBOBATH BpeMeHHU
yXepXKHUBaHUA OCHOBHOTO IIMKa Ha
XpoMaTorpaMme pacTBopa
cTaHpapTHOro ofpasua KeToponaxa
TpOMeTaMHHa (paznen

«KOIM4eCTBEHHOE ONPEAEICHHUEY).

Remarks: The Product conforms to ND/
[primenanne: [lpoaykr cootreTeTRYET TpeboranusmM HII

Conclusion: APPROVED /
Jaxaouerne: DINOEPEHOQ

Prepared by / Cliecked Ly /
IHoarorosneHo: Nitin Sharma

-
Maurya { _

IpoBepeno: Santosh Kumar

Appiuved by. Mayapel/Dxcculive /
Onobpeno: Menezgrep / Pykosoguresnb

‘V\)/
Reprint Date /

Hara: 29.03.2024

Reprint Date /
Hata: 29.03.2024

Abhishek Chaul A
\

Reprint Date /
Jara: 29.03.2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOHMKAT AHAJIN3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg j
Il ponyKT: Ketopon” Bkcnpece (keToponaxk) TabreTky, AHENEPrHPYeMbIC B nosocTy prd, 10 Mr
Batch No / : V2400405 Batch Quantity / : 3600000 tab /
Cepus Ne O6BLem cepHl 3600000 Tab
Analytical Report No / : 040002468229 Date of Analysis / : 29.03.2024
AnanuTiaecknii oryer Ne JlaTa aHa/M3a
Date of Manufacture/ : 02/2024 Date of Expiry / : 01/2026
JlaTa npon3B0OACTRA Togen no
Analysis performed according ND / Anayin3 npoBe/ieH 1o HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenne Nel o1
27.12.2021, n3amenenne N2 or 11.11,2022)

Page 3 of 8 / C1p. 3u3z 8

No
Ne
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Batylhydroxyanisole / butylbydroxyanisole and 3-
IoAIMHHOCTD butythydroxyanisole peaks on the
6yTUATHAPOKCHAHU301 chromatogram of the test solution
should correspond by the retention times
to 2-butylhydroxyanisole and 3-
butylhydroxyanisole pcaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content”
section). / BpeMeHa YACpPXKHBAHMA
nukoB  2-6yTWITHAPOKCHAHM3ONAZ M
3-6yTHIrHAPOKCHAHN30A Ha
XpOMaToTrpamme HCNBITYEMOTO
pactopa JODKHBI COOTBETCTBOBATH
BpEMEHAM yIepKUBAnUA MIKOB
2-6yTUArHAPOKCHAHH30JIA u
3-GyTWICEAPOKCHAHH30A Ha
XpoMaTorpamme pacTBopa
CTAaHJapTHOTO obpaszua
OYTHITHAPOKCHAHH30NA (pa3zen
«Cognepxanue

6y TUJITH IPOKCHAHKM3O0IIAY).

Test / Iloxa3aTenab Results / Pe3y/isTaTst Specification / Hopma

4 Average weight / Cpenusis 68.9 mg / 68.9 Mr 67.2 mgto 72.8 mg (70.0 mg * 4.0 %)./
Macca Ot 67,2 Mr o 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tlpumeuanue: Tponykr cootsercTRyer TpeGopanuam HI 3axmouenne: QJJOBPEHO

Prepared by / Checked by / Approved by: Mark ger/Executive /
onarotoeneno: Nitin Sharma | IIpoepero: Santosh Kumar | OnoGpeno: Mene / PyKOBOAUTEb

/3.3 Maurya ,(ﬁ' Abhishek Chauha \

Reprint Date / Reprint Date / Reprint Date /
Jlata: 29.03.2024 Jara: 29.03.2024 Jara: 29.03.2024

=]




Dr.Reddy’s Q'!-'

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJII3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon™ Dxenpece (ketoponak) Tabnerku, gucneprupyemsle B Nonocty pra, 10 Mr

Batch No/ : V2400405 Batch Quantity / + 3600000 tab /
Cepusi Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002468225 Date of Analysis / : 29.03.2024
AnamHTHYecKHi oT9eT No Jdata anagusa

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
JlaTa npoON3BOACTBA T'onen mo

Analysis performed according ND / Auanus nposegen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot
27.12.2021, mamenenne Ne2 ot 11.11.2022)

Page 4 of 8/ Crp. 4 u3 8

No

.N'o Test / ITlokazaTens

Results / PeaynbTatst

Specification / Hopma

Uniformity of weight /
OaHOpPOAHOCTH MacChl

Complies / CooTBeTCTRYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than £ 20 % /
18/20 Tabnerok — He Gomee + 10 %
2/20 tabnetox — ue 6onee + 20 %

5 Disintegration time /
Pacnagaemocrs

00 min 22 sec / 00 MHH 22 cek

Not more than 3 min / He 6onee 3 Muu

6 Dissolution / PacTBopenne

Unit-1/ Ta6n-1
Unit-2 / Tabn-2 98%

105% Not less than

5% (Q) of
CisH13NO3<«CsH 1NO;3 (ketorolac
tromethamine) in 15 min / HHe meHee

Unit-3 / Tabn-3 101% 75 % Q) CisH13NO3+CsH1 1 NO;
. . (xeToponaka  TPOMETaMuH)  4Yepes

Unit-4 / Tabn-4 101% 15 Mun

Unit-5 / Tabn-5 101%

Unit-6 / Tabn-6 100%

7 Fineness of Dispersion/
JucnepcHocTh

Complies / CooTBeTCTBYET

A uniform suspension passing through a
710 pm sieve is formed. / O6pazyercs
ONTHOPOIHAS CYCIEH3UA, NpPOXOAslLast
CKBO3b CHTO € pa3MepoM OTBEPCTHil
710 Mxm.

Remarks: The Product conforms

Ipumcuanuc: Mpoaykt coorBeTcTBYE 1 1 pcGuBanmnam HIT

to ND/

Conclusion: APPROVED /
Sarmwuenne: OJOBPEHO

Preparcd by /
IMonrorosneno: Nitin Sharma

Checked by /
IIposepeno: Santosh Kumar
Maurya

Approved by: Markger/Execulive /
Opobtpeno: Meunentkep / Pykosoaurens
Abhishek Chauha'r

v
Reprint Date /

Hata: 29.03.2024

Reprint Date /
Hara: 29.03.2024

| Hara: 29.03.2024

Reprint Date /
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Dr.Reddy’s Q;'

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIIA3A

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

Tpoaykr: Keropon™ xenpecce (keToponak) Tabnerku, AMCNEPrupyemMsIC B MOJI0CTH PT4, 10 mr

Batch No / : V2400405 Batch Quantity / : 3600000 tab /
Cepus Ne ObBem cepuH 3600000 Tab
Analytical Report No / : 04000246822 Date of Analysis/ : 29.03.2024
AnanuTnueckuii oryer No Hara anannsa

Date of Manufacture / s 02/2024 Date of Expiry / : 01/2026
JiaTa npoH3BOACTBA T'omen oo

Analysis performed according ND / Ananus nposeaen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3meHenue Nel or

27.12.2021, nzmenenne Ne2 ot 11.11.2022)

Page S of 8 /Crp.Su3 8

8 | Related impurities / PoacTeensnbie npumecu

ketorolac 1-hydroxy analog /
1-ruapoOKCcHaHANOT

Below LOD (LOD = 0.0010 %) /
Huze npencna oGnapyxenus (I10 =

Not mare than 0.5 % / He 6onee 0,5 %

KeToponakKa 0.0010%)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6osnee 0,8 %
1-KeToaHaIOT KETOpoaKa 0.08 %
Any unidentified impurity / Not more than 0.5 % / He Gonee 0,5 %
eqMHNIHasA
HeuAeHTU(HULUPOBaHHASs 0.02 %
NpHMeEch
Total impurities / 0.1 % Not more than 1.0 % / He Gonee 1,0 %
CyMmMa npHmeceit

9 Water / Boaa 2.6 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4yHble OPpraHM4YecKHe pacTBOpUTE H

Isopropyl alcohol /
W3zonponadon

19 pg/tab /
19 Mkr B Tabnetke

Not more than 350 pg/tab /
He 6onee 350 Mkr B TabiaeTke

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

Hpumcuannc: IponyKkT cooTecTeTBYCT TpcGoBanuam 11/1

Jarcmoucime: OJOEPEHO

Prepared by / Checked by / Approved by: Mangger/Executive /
[onroropneno: Nitin Sharma | IIpoesepero: Santosh Kumar | Ono6pero: Meunemgep / PykoBonurens
D) e Maurya 2 Abhishek Chauhan

N X
Reprint Date / Reprint Date / Reprint Date / \
JHara: 29.03.2024 Hara: 29.03.2024 JHara: 29.03.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Sxenpecc (ketoponak) TabaeTk, AcnepripyeMeie 8 nojaoctu pra, 10 mr

Batch No/ : V2400405 Batch Quantity / : 3600000 tab /
Cepuas No O6bem cepuu 3600000 Tab
Analytical Report No / : 040002468229 Datc of Analysis / : 29.03.2024
AuanurHueckuii oruer Ne - Jara anannsa

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
JaTa npou3BoACTBA Togen g0

Analysis performed according ND / Ananus nposenex nmo HJI:

27.12.2021, usmenenme No2 or 11.11.2022)

JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

Page 6 of 8 / C1p. 6 u3 8

11 | Microbial enumeration tests / Mikpo6Honoruyeckast MHCTOTa*

a) Tatal Aerobic Microbial NA Not more than 1000 CFU/g /
Count/ Obwee yncno He 6onee 1000 KOE/r
a3pO6HEBIX MUKPO-
OpPraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6iiee He 6onee 100 KOE/r
YHCNO OPOXIKEBBIX H
MNECHEBLIX IPUGOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBHe B 1 T
12 Uniformity of dosage units / 5.9 Acceptance value (AV) not more than
OaHOpPOAHOCTE 15.0 / Tlpuemounoe 3Hauenue (AV) He
JO3MPOBAHUA 6onee 15,0.
13 | Assay/KoandectBennoe 9.9 mg/9.9ur From 90mg to 11.0mg of
onpeaeneHue (99.2 %) Ci5H1aNO3+C4H; INO; (kctorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
0o 11,0 mr  Cy1sH3NO3+CsH; 1 NO3
(ketoponaka tpometaMuH) (ot 90,0 no
110,0 % oT 3asBIEHHOTO KOJIUYECTBa) B
TabneTke
14 Butylhydroxyanisole 0.0977 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0977 mr B Tabnerke He menee 0,042 mr B Tabnetke
OYTHATHAPOKCHAHU30/1a

Remarks: The Product conforms to ND/
Ipumeqanne: Ipomyxr cooreercrryer Tpebopannam HJT

Conclusion: APPROVED /
3axmouenne: OQJJOEPEHO

Preparcd by / Checked by /
Hoarorosneno: Nitin Sharma | TMposepeno: Santgsh Kumar
' ggﬂ

"Ty Maurya

F

' Onobpeno: Mene

Approved by: Manager/Executive /
/ PykoBonuTeNkb

_\

Abhishek Chauhan

Reprint Date / Reprint Date /
- Ilata: 29.03.2024 Hara: 29.03.2024

Reprint Date / [
Jara: 29.03.2024




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS 1 491 98166 5600107

CEPTHOHEAT AHATTH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpecc (ketoponak) TabieTky, AMCNEPrUpyeMbie B IONOCTH PTa, 10 mr

Batch No / : V2400405 Batch Quantity / : 3600000 tab /
Cepua No O6pem cepiu 3600000 Tab
Analytical Report No / : 040002468229 Date of Analysis / : 29.03.2024
AnajguTHuecknit oryer Ne JlaTa ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jlara Npon3BOACTBA Togen no

Analysis performed according ND / Auanns nposenen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page7of 8/ Crp. 7mu3 8

15 Package / Yna

KOBKa

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 TtabneTok B
6aucrepe us (ITA/AJI/TID ¢
BraronornotuteneM/[I3BIT)
toneru // (IID/AJ]) doneru. Ilo
2 6nucrepa ¢ MHCTPYKLMEH 110
OpUMEHEHHIO B navyKy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1
or 2 blisters with patient information
leaflel in a carlon pack. / Io 10
tabnerok B 6nuctepe u3 (ITA/AJITIS c
prnaronornorurenem/I13BII) doxbru //
(II3/AJ) doneru. Tlo 1 unn 2 6nnctepa
C MHCTpYKUHEH IO MNPUMEHEHUIO B
[iayKy KapTOHHYFO.

16 | Labeling / Mapkupogka

According to ND / B cooteercTBiu ¢ H]I

XpaHenne

17 Storage conditions /

Below 25 °C. / IIpu Temnepatype He Bbime 25 °C.

18 | Shelflife / Cpok rogHocTH

2 years / 2 rona

each 20th batch, or for one batch in a year whichever is earlier.
* TIpH BBIMYCKe JIEKAPCTBEHHOIO NPeNapaTa KOHTPOIb Ka4ecTBa Mo noka3atento «Mukpobronoraieckas
YHCTOTa» MPOBOAMTCH sl Kaxaoii 20-0f cepHH, WIH A5 OAHOMH CEPHH B IO, B 33aBUCUMOCTH OT TOFO, YTO

HACTYIHT paHblle.

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for

Remarks: The Product conforms to ND/
ITpumeyanue: IIpONYKT COOTECTCTBYET TpeGoanuam HJ

Conclusion: APPROVED /
3axaouenne: QJOBPEHO

Jlara: 29.03.2024

Jlata: 29.03.2024

Prepared by / : Checked by / | Approved by: Manager/Exceutive /

Hoarorosneno: Nitin Sharma | ITposepeno: Santosh Kumar | Onobpcro: Meneaxds / Pykosoautens
qj,'y - Maurya gs_ Abhishek Chauhan

Reprint Date / “Reprint Date / Reprint Date / i

Hata: 29.03.2024




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon" Brenpece (keToposak) Tabnery, AUCIEPrHPYEMBIC B TIONIOCTH pTa, 10 mr

Batch No / : V2400405 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepHn 3600000 Tab
Analytical Report No / : 040002468229 Date of Analysis / : 29.03.2024
AHannTHYecKHI oT4eT No Jlata apannza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa NpoM3BOJCTBA i'ogen o

27.12.2021, namenenne N2 ot 11.11.2022)

Analysis performed according ND / Ananuns nposesen o HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend N22 from 11.11.2022 / usmMeHeHHe Nel orv

Page 8 of 8/ Crp. 8 3 8

API name / Haumenonanue ADC;

Ketorolac tromethamine / Ketoponaka

Homep cepun cyderanunu npoussonutens FJID:

TPOMETAMHH B
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepun nponssoantens ADC: GRS
FP Manufacturer API Batch number / FERA00029

API Manufactured by & country /
Mponzeonurens ADC, crpaua:

Dr. Reddy's Laboratories Ltd., India /
I-p Pepan'c Jlaboparopuc Jlta., Uunus

. Remarks: The Product conforms to ND/

Conclusion: APPROVED /
3axmwouenne: OJJOBPEHO

Prepared by / Checked by /

Maurya

IToproroencuo: Nitin Sharma | [Tpoecpero: Santosh Kumar

Approved by: Manager/Exccutive /
Onobpetio: Metiebikep / Pyxosoautesns
Abhishek Chauhan

Reprint Date /

Hara: 29.03.2024

Reprint Date /
Jara: 29.03.2024

Reprint Date / ada \
Jarta: 29.03.2024
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