Dr.Reddy’s Q’:‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Sxenpecc (keroponak) TabnerkH, AUCHEPrHPYEMBbIC B MOTOCTH pra, 10 Mr

Batch No/ $ V2302442 Batch Quantity / : 3600000 tab /
Cepun Ne Ob6sem cepun 3600000 Tab
Analytical Report No / : 890001705557 Date of Analysis / : 15.12.2023
AnanuTiyeckuii oraer Ne JlaTa aHan3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JaTa mpoM3BOACTBA ToaeH g0

Analysis performed according ND / Ananu3 DpoBejieH 1o H/:

JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel ot

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Pagelof8/Crp.1u3 8
Al

i.f Test / ITokasaTenan Results / Pe3ynbTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets

tablets with "|" debossed on one
side. / Kpyrnble, [Uiockue
TabneTkM ¢ (ackod, CBewIO-
HKENTOro [BeTa C PABHPOBKOMH
«l» Ha OfHO¥ CTOPOHE.

with "|" debossed on one side. /
KpyrJibie, I10ckHe Tabnetku ¢ $packol,
CBETJIO-KENTOrO LBETa C FPaBUPOBKOH
«l» Ha OJJHOM CTOPOHE.

2 Identification / [ToanuHHOCTE

Ketorolac / Kemoponak

a) Byuv/

V®-cnekTpodoTomMeTpHs

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (x 2 nm). / YO-CneKTpPH!
HOTJIOHIEHHS UCIBITYEMOrO PaCTBOpa U
pacTBOopa  CTaHIapTHoro  obpasua
KeTopoNiaka TPOMEeTaMHHa  JOJDKHBI
HMETh MAXCHMYMBI TIpH OIHOH U TOH XKe
JUTHHE BONHBI (+ 2 HM).

Remarks: The Produc
ITpumeuanue: [Ipoay

nforms to ND/
cooTsercreyer TpeboparmsaM HJL

Conclusion: APPROVED /
3axmogenne: ONOBPEHO

Prepared by / Y-
INonrorosneHo: Pravesh Rana

Checked by /
IMpoeepeno: Santosh Kumar

Maurya ‘gﬁ

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoaurens
Manoj Kumar 7~

yyLLt

Reprint Date /
Jara: 15.12.2023

Reprint Date /
| Hara: 15.12.2023

Reprint Date /
JHara: 15.12.2023

FOHite @+ 2-397, Toemzl 190 RN
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Dr.Reddy’s Qi"

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoxywr: Keropon™ Dkenpece (keToponak) TabneTkH, AUCTICprupyemsie B nonocty pra, 10 mr

Batch No / : V2302442 Batch Quantity / : 3600000 tab /
Cepusn Ne O06sem cepun 3600000 Tab
Analytical Report No / : 890001705557 Date of Analysis / : 15.12.2023
AnanuTH4eckHii oTyeT No Jarta anajuza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jlara npoH3BOACTBA Togewn o

Analysis performed according ND / Aranus nposejieH 110 H:
JI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenne Nel ot

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page2 of 8 /Crp.2 3 8

No

Test / IlokasaTtennb
Ne

Results / Pe3ynbsTaThl

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 ynepxuBaHUS
OCHOBHOTO MHKa Ha XpOMAaTorpaMme

UCTBITYEMOrO ~ pacTBopa  AOMXKHO
COOTBETCTBOBATH BpEeMeHU
yIEpXHBAHWSA OCHOBHOTO IMKa Ha
XpOMaTorpamme pacTBopa
cTaHmapTHOro ofpaslia KeTopoNiaka
TpoOMeTaMHHA (paznen

«KonuyecTeeHHOE onpeneneﬂue»).

ITpumeuanue: T1po

Remarks: The Product conforms to ND/
MJ cooreereTyer Tpebosamnam HJT

Conclusion: APPROVED /
Baxmouenne: OJOBPEHO

Prepared by / “
[Mogrotosieno: Pravesh Rana

Checked by /
I[Tposepeno: Santosh Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxkep / PykoBoantens

Manoj Kumar "
D L

Reprint Date /
Jlata: 15.12.2023

Maurya ,:.,
Reprint Date /

JHara: 15.12.2023

Reprint Date /
Hara: 15.12.2023

Ragustered

ice: 81337, Hoad Mu. 2, Banjara Hills, Hyderatsad

10 4800 2900, Fax; +51 404900 2
CIN: LASIBEARILS
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxt: Keropon® Dkenpece (ketoposiak) TabneTky, AMCHeprupyeMsIc B NOIOCTH P1a, 10 Mr

Batch No / 1 V2302442 Batch Quantity / : 3600000 tab /
Cepug Ne O6Lem cepu 3600000 Tab
Analytical Report No / : 890001705557 Date of Analysis / : 15.12.2023
AnanuTHyeckHii oTyer No Jlara agamza

Date of Manufacture / : 1172023 Date of Expiry / : 10/2025
JaTta mpou3BOACTBA I'ogen o

Analysis performed according ND / Auaan3 nposenen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel orj
27.12.2021, n3menenne Ne2 or 11.11.2022)

Page3 of 8 /Crp.3 m3 8

No

Test / Iokazareanb
Ne

Results / PeaynbraTst

Specification / Hopma

Identification
Butylhydroxyanisole /
IHoanMHHOCTL

Oy THIITHAPOKCHAHH30JT

3

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-
buty[hyd:oxyanilsole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / BpeMeHa yInepXKHBaHHA
MUKOB  2-OYTWICHNPOKCHAHU30NA W
3-6yTHITHAPOKCHAHA30J1A Ha
XpoMaTorpaMMme HCIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATEH
BPEMEHAM  YOCPXHBAHHA [IHAKOB
2-6yTUNrHAPOKCHAHU30JIa u
3-6yTHITHAPOKCUAHH30NA Ha
XpoMaTorpamme pacreopa
CTaHAapTHOIO obpasua
6YTHITHAPOKCHAHH301a (paznen
«ConepxaHue
6yTHUITHIPOKCHARHU30IIAY).

Average weight / Cpegusia
Macca

69.4 mg / 69.4 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %), /
Ot 67,2 Mr no 72,8 mr (70,0 Mmr+4,0 %).

Remarks: The Product cqnforms

IMpumeuanue: [poaykr/tooreercrayer TpebGosannam HL

to ND/

Conclusion: APPROVED /
3akmoyenue: OJJOBPEHO

Prepared by / e
Tloarotosieno; Pravesh Rana

Checked by /
IMposepero: Santosh Kumar
Maurya

| Approved by: Manager/Executive /

Ono6peno: Meremxep / PykoBonurens

Manoj Kumar o {Y
@uu_&

Reprint Date /
Jara: 15.12.2023

Reprint Date /
Hara: 15.12.2023

Reprnt Date /
JHara: 15.12.2023
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Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxykr: Keropon™ Dxenpecce (keToponak) TabieTks, AMCIEPIHPYEMBIE B IONOCTH PTa, 10 Mr

Batch No / 1 V2302442 Batch Quantity / : 3600000 tab /
Cepns Ne O06beM cepHH 3600000 Tab
Analytical Report No / : 890001705557 Date of Analysis / : 15.12.2023
Anangrudeckuii oryer Ne Jlarta anajinza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npon3BoicTBa T'open go

Analysis performed according ND / Ananu3s nposenen no H:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, namenenne Ne2 ot 11.11.2022)

Paged of 8§/ Crp. 4 u3 8

iﬁ' Test / IToka3aTenn Results / PesynsTatst Specification / Hopma
Uniformity of weight / Complies / CooTeTCTBYET 18/20 tablets - not more than + 10 %
OaBopoaHoCTh Macehl 2/20 tablets - nol more than £ 20 % /
18/20 Tabnerok — ne Gonee + 10 %
2/20 Tabnerok — He 6onee = 20 %
5 Disintegration time / 00 min 23 sec / 00 MuH 23 cex Not more than 3 min / He 6onee 3 MU+
PacrnianaemMocTthb :
6 Dissolution / PacTBopenue Unit-1 / Ta6én-1 100% Not less than 75% (Q) of
. C15sH13NO3+C4H1NO; (ketorolac
Unit:2 / Ta6n-2 99% tromethamine) in 15 min / He MeHnee
Unit-3 / Ta6n-3 100% | 75% (Q)  CisHisNO3*CsHiNOs;
) . (keToposlaka  TPOMETaMMH)  4epe3
Unit-4 / Tabn-4 100% 15 MuH
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 101%
7 Fineness of Dispersion/ Complies / CooTBCTCTBYET A uniform suspension passing through a
HucoepcHocTb 710 pm sieve is formed. / O6pasyeTca
ONHOpOJHAS CYCTEH3HA, MPOXOILIas
CKBO3b CHTO C pa3sMepoM OTBEPCTMH
710 MKM.

Remarks: The Product conforms

Ipumeuanne: IponykrfooreeTcTBYeT Tpebopanusim H]L

to ND/

Conclusion: APPROVED /
| Bakarouenne: OJIOBPEHO

Prepared by / g
[MToprorosneHo: Pravesh Rana

Checked by /
ITpoeepeno: Santosh Kumar

Maurya Q_CL,

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoautens
Manoj Kumar

Ih‘) u/]

Reprint Date /
Hara: 15.12.2023

Reprint Date /
JHara: 15.12.2023

Repriht Date /
Jara: 15.12.2023
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[ 1)
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIA3A

[Product: Ketorol Express (ketorolac) Orally DisintégTating Tablets 10 mg
Mponyxr: Keropon® Dxenpece (keroponak) Tabnerkn, AucneprupyeMble B MONOCTH pra, 10 mr

Batch No / 1 V2302442 Batch Quantity / : 3600000 tab /
Cepusi Ne O6Bem cepin 3600000 Tab
Analytical Report No / : 890001705557 Date of Analysis / : 15.12.2023
AnanuTHyeckHi order Ne Jara anaauia

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
JdaTta mpoH3BOACTBA Iopesx no

Analysis performed according ND / Ananus nposeaen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzamenenue Nel ot

27.12.2021, wamenenne Ne2 ot 11.11.2022)

Page 5 of 8 /Crp. Su3 8

8 Related impurities / PoacTeeHHb1e IPHMECH
ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
1-ruapoxcuadanor Huxe npenena o6xapyxexna (I10 =
KeTopoJiaka 0.0010%)
ketorolac 1-keto analog/ 0.05 % Not more than 0.8 % / He 6onee 0,8 %
1-keToaHAIOT KeTOpONaKa
Any unidentified impurity / 0.01 % Not more than 0.5 % / He 6onee 0,5 %
eUHHYHAST
HeHAIeHTH(UIUPOBaHHAs
NpHMECH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMma npumecei

9 Water / Boaa 29% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4Hble OPraHuYecKue PaCTBOPHTENH
Isopropyl alcohol / 8 pg/tab / Not more than 350 pg/tab /
H3zonponanon 8 MKr B Tabnerke He 6onee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/
Ilpumeyanue: Hpumlmﬁome'rcrsyc'r tpebosanmam HII

Conclusion: APPROVED /
3agmouenne: OJJOBPEHO

Prepared by /
IMoprotornexo: Pravesh Rana

Reprint Date /
Jara: 15.12.2023

Checked by /
Ipoepeno: Santosh Kumar

Maurya
o

Reprint Date /
JHara: 15.12.2023

Approved by: Manager/Executive /
Opobpeno: Menemxep / Pyxosoaurens
Manoj Kumar »

| Reprint Date /

Iara: 15.12.2023




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoxykt: Keropon™ Skenpece (keroponak) TabaeTky, AMCNEPIHPYEMBIC B T0JI0CTH PTa, 10 Mr

Batch No/ : V2302442 Batch Quantity / : 3600000 tab /
Cepns Ne Obbem cepiu 3600000 Tab
Analytical Report No / : 890001705557 Date of Analysis / : 15.12.2023
AHaXHTHYECKHH oTueT No Jlara aHa/IH3a

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
HaTa npon3BoOACTBA T'ouxen xo

Analysis performed according ND / Ananus nposexen no HJI:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenne Nel ot
27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 6 of 8 / Crp. 6 u3 8

11 | Microbial enumeration tests / MukpoGHonoruyeckas uncrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuwee 4HcI0 He 6onee 1000 KOE/r
a3poOHBIX MHKPO-
OpraHM3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obiee He 6onee 100 KOE/r
YHCIIO OPOXOKEBBIX H
TUIECHEBRIX TPUOOR
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBHE B 1 T
12 | Uniformity of dosage units / 4.5 Acceptance value (AV) not more than
OaHopoaHOCTL 15.0 / [Ipuemounoe 3xayenye (AV) He
MO3HPOBAHHS Gonee 15,0.
13 | Assay/KonnuecrBeHHoe 9.8 mg/9.8 mr From 90mg to 11.0mg of
onpeneaeHne (97.7 %) C15H;3NO3°C4H 1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 mr
oo 1 ],0 MI C15H13NO3'C4H11N03
(xeToponaka TpoMeTamuH) (ot 90,0 mo
110,0 % OT 3aABNEHHOr0 KOJINUECTBA) B
TabneTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Ipumeuanue: Ilpony

cooreercTByer Tpebosasuam HJJ

Saxmogenne: OJIOBPEHO

Prepared by / b
ToarotosneHo: Pravesh Rana

Checked by /
Iporepeno: Santosh Kumar

Maurya g&

Approved by: Manager/Executive /
Opo6peno: Menemxep / Pykosoaurenb

Manoj Kumar
5 l“ w ‘)

Reprint Date /
Jara: 15.12.2023

Reprint Date /
Hara: 15.12.2023

Reprint Date /
Tara: 15.12.2023
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Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tl
Ipoayxt: Keropon™ Skenpece (keToponak) TabaeTky, AMCTIEPrHPYEMBIC B NONOCTH PT4, 10 mr .l
Batch No / : V2302442 Batch Quantity / : 3600000 tab /
Cepus Ne O0BbeM cepHH 3600000 Tab
Analytical Report No / : 890001705557 Date of Analysis / : 15.12.2023
AHaTHTHYECKHH 0TyeT N2 Jata anannza o
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jdata mpoM3BOACTBA T'open o
Analysis performed according ND / Ananus nposeaen mo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmencnue Nel or
27.12.2021, namenenue Ne2 ot 11.11.2022)

Page7 of 8 /Cyp. 7 u3 8

14 | Butylhydroxyanisole 0.0954 mg/tab /
content / CoaepxaHue 0.0954 mr B TabneTke
OYTHATMAPOKCHAHH30J12

Not less than 0.042 mg/tab /
He meree 0,042 mr B TabneTke

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. / Ilo 10 Tabnerok 8
onucrepe u3 (ITA/AJITID ¢
piaronornoTuteaem/II2BIT)
donsru // (113/AJT) donsru. Ilo
2 6GnucTepa ¢ MHCTPYKLYEH MO
[IPUMEHEHHUIO B a4Ky
KapTOHHYO.

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 6iuctepe n3 (IA/AJUIID ¢
praronorioturenem/II3BII) donsru //
(IT3/AJT) dosnsra. IMo 1 win 2 Gnuctepa
C HHCTPYKUMEH M0 MNPHUMCHEHHIO B
NayuKy. KAPTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootserctru ¢ HJJ

17 | Storage conditions/
XpaHeHue

Below 25 °C. / TIpu Temnepatype He Bbinre 25 °C.

18 Shelf life / Cpox ropHocTy

2 years / 2 ropa

* At product release the qun_ﬁty contrel as per the parameter « Microbial enumeration tests» is pertormed tor
each 20th batch, or for one batch in a year whichever is earlier.
* [Ipu BBINYCKE IEKAPCTBEHHOI0 NPenapaTa KOHTPOIb KayecTBa Mo nokazaTenio «VinkpoGuosordtieckas
UKCTOTAY NPOBOXUTCH ANsl Kaxxoii 20-0if cepHm, WM A5 OQHOH cepuu B rojl, B 3aBUCHMOCTH OT TOI0, 4TO

HACTYNIHT paHblIe.

Remarks: The Product cenforms to ND/ Conclusion: APPROVED /
Ipumeyanie: ﬂpumacénf TaeTcTeyeT Tpeboranuam HJI 3axmoyenne: OJOBPEHO
Prepared by / > Checked by / Approved by: Manager/Executive /
[oxrorosneHo: Pravesh Rana | IIposepeno: Santosh Kumar | OnoGpeno: Menemiep / PykosoauTens
Maurya s Manoj Kumar @’z
: (e
Reprint Date / Reprint Date / Reprint Date /
Jara: 15.12.2023 Jara: 15.12.2023 JHara: 15.12.2023




. @%
Dr.Reddy’s ‘ ®
CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJTAZA

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropon™ Dxenpece (ketoposiak) TabneTky, AMCHIEprupyeMbIe B IIOJIOCTH pTa, 10 mr

Batch No / 1 V2302442 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepun 3600000 Tab
Analytical Report No / : 890001705557 Date of Analysis / : 15.12.2023
AmanuTHYeCKMii oTder N2 Jlara anannza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JlaTa npou3BOACTBA Tomen oo

Analysis performed according ND / Ananu3 nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11.11.2022/ u3MeHnenne Nel or

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 8 of 8/ CTp. 8 u3 8

API name / Haumenopanne A®C: Ketorolac tromethamine / Ketoponaka
TPOMETAMUH

INN / MHH: _ Ketorolac / Ketoponak

API manufacturer batch number /

Homep cepun aponzsogurens ADC: ABQH005537

FP Manufacturer API Batch number /

Homep cepuu cy6cTanuun npoussoaurens [JIP: FEQA00568

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

poussoaurens ADC, erpana: J-p Penpu'c JlaGoparopuc JITa., Muaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumevanue; ]'l_pum’ﬂonraem)m Tpebosanmam HI 3axumroyenue: OJJOBPEHO
Prepared by / e Checked by / Approved by: Manager/Executive /

[oxrorosneno: Pravesh Rana | IMposepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykosoauree
Maurya @_ Manoj Kumar g » 4

Reprint Date / Reprint Date / ) Reprint Date /
Jara: 15,12.2023 Hara: 15.12.2023 Jata: 15.12.2023

savad Difice: 8-3:227; Raad Mo, 3, Bangars Hills Hydevabae - SE0684, Telangan., 7
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