Dr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon® Bxcnpece (keToposak) TableTky, AMcneprupyeMsie B nonoctu pra, 10 mr

Batch No/ : V2400276 Batch Quantity / : 3600000 tab /
CepHs Ne O0BeM cepun 3600000 Tab
Analytical Report No / : 040002443714 Date of Analysis / : 08.03.2024
ApaJiuTHyeckHnii oTuer Ne JlaTa anaausza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jdara mpoussoacraa Fonen no

Analysis performed according ND / Anann3 nposegen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, namenenue Ne2 or 11.11.2022)

Page10f8/Crp. 1 u38

No . .

No Test / HokasaTeanb Results / Pe3ynpTatsl 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. / Kpyrmbie, miockue | Kpyrisle, Iiockue Tabnetkn ¢ packof,
TabneTkn ¢ (ackoif, CBETNO- | CBETJIO-XKEJITOrO LBETA ¢ [PABUPOBKON
JENITOrO 1BeTa C rpaBHPOBKOIl | «l» Ha onHOI CTOpOHE.
«» Ha omHOM CTOpOHE.

2 Identification / [loAnHHHOCTH

Ketorolac / Kemopoaax

a) ByUv/
Y®-cniextpodoromeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
MOIJIONIEHUS HCIBITYEMOTO pacTBopa U
pacTBopa  CTaHZApTHOro  obpasua
KeTopoNaka TPOMETaMHHA  JOJIKHBI
HMETb MAaKCUMYMBI IIPY OJHOH 1 TOM ke
JUTHHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYeT Tpebosannam HJL

Conclusion: APPROVED /
Zaxawuenne: OAOBPEHO

Prepared by /
IToaroToBneHo: PravesliFana

Checked by /
IIporepeno: Pardeep Kumar

.

Approved by: Manager/Executive /

Onob6peno: Menemxep / Pykospaurens

Manoj Kumar

S fted—

Reprint Date /
Hara: 08.03.2024

Reprint Date /
Hara: 08.03.2024

Reprint Date /
Jara: 08.03.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HponaykT: Ketopon® Dkcnpecc (keToponak) Tabetky, Aucreprapyemsle B nonoct pra, 10 mr

Batch No / : V2400276 Batch Quantity / : 3600000 tab/
Cepus Ne O6bem cepHH 3600000 tab
Analytical Report No / : 040002443714 Date of Analysis / : 08.03.2024
AHanuTHYeCKU# oTUeT No JlaTa anaanza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTa npou3BoacTea I'ogen no

Analysis performed according ND / Anasnus nposenen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ u3menenue Nel or

27.12.2021, nsmenenune Ne2 or 11.11.2022)

Page2 of 8/ Crp. 2 u3 8

No

Test / Iloka3zaTennb
No

Results / PesynpTathl

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). / Bpems ynepXuBaHuUs
OCHOBHOIO THMKa Ha XpomarorpaMmme
UCTILITYEMOTO ~ pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEMEHH
yAep)KUBAHHA OCHOBHOTO TIIMKA Ha
XpoMaTorpamme pacTBopa
CTaHAapTHOTO KeTopoJaKa
TpOMeTaMUHa (pazmen
«KoNnuvecTBEHHOE ONMPEAEIEHUEN).

obpasiua

Remarks: The Product conforms to ND/
IMTpumeuanue: [Tpoaykr coorBercTBYyeT Tpebopanuam HJI

Conclusion: APPROVED /
Zaxnwuenune: OJOBPEHO

Prepared by /
IMToarororneHo: Pravc?liana

Checked by /
IMpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pyxosoaurens
Manoj Kumar M

Reprint Date /
Hara: 08.03.2024

Reprint Date /

Hara: 08.03.2024

Reprint Date /
Jara: 08.03.2024
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keToponak) TabneTkH, JMCIeprupyemMble B OJIOCTH pTa, 10 Mr

Batch No / : V2400276 Batch Quantity / :+ 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002443714 Date of Analysis / : 08.03.2024
AHajuTHYecKHi oTyeT No JaTta ananansa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jata npoun3Boacrsa Toxen mo

Analysis performed according ND / Ananus nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot
27.12.2021, usmenenune No2 ot 11.11.2022)

Page 3 of 8/ Crp. 3 u3 8

1;.2 Test / [lokazaTennb Results / Pe3ynbtaTh Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroexyanisole / butylhydroxyanisole and 3-
IlopnuHHOCTB butylhydroxyanisole peaks on the
Oy THArHAPOKCHAHU30JT 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 ynepXKHBaHUA
NHKOB  2-OyTHATHAPOKCHAHW3OMA |
3-6yTUNTUAPOKCHAHU301a Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBopa HOJDKHBI COOTBETCTBOBATh
BpeMeHaM yaepPXKUBaHUA [IHKOB

2-0yTHArHAPOKCHAHM30T1a n
3-6yTUNTUAPOKCHAHU30]1a Ha
XpoMaTorpaMmme pactBopa
CTaHAAapTHOTO obpasua
OYTHITHAPOKCUAHU30]1a (pazmen
«CopaepxaHnue

OYTUITUAPOKCHAHN3OIIAN).

4 Average weight / Cpeansist
Macca

69.7 mg/69.7 Mr

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

Remarks: The Product conforms

[Npumeuanue: IIponykT cooTBeTcTByeT Tpebosanuam HJI

to ND/

Conclusion: APPROVED /
3akawyenune: OAOBPEHO

Prepared by /
TToaroroBneHo: Praveilr Rana

) -

Checked by /
IIpoeepeno: Pardeep Kumar

ol —

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoantens
Manoj Kumar -

Reprint Date /
Jara: 08.03.2024

Reprint Date /
Jara: 08.03.2024

Reprint Date /
Jara: 08.03.2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Ketopon® Dxenpece (keToponax) TabIeTKH, AMCIEprupyemble B noaoctu pra, 10 mr

Batch No / 1 V2400276 Batch Quantity / : 3600000 tab /
Cepus No O0neM cepuu 3600000 Tab
Analytical Report No / : 040002443714 Date of Analysis / : 08.03.2024
AHajuTHyeckuii oryer Ne JaTa anaausa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTta npon3BoacTaa I'onen 1o

Analysis performed according ND / Ananus nposeaen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot
27.12.2021, namenenue Ne2 ot 11.11.2022)
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[Mpumeuanue: IIponykT cooTBeTcTByeT TpeboBanusam H/L

i.g Test / [lokasaTennb Results / Pesynbratsl Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than £ 10 %
ONHOpOAHOCTL Macchl 2/20 tablets - not more than + 20 % /

18/20 Ttabnerok — He Goaee = 10 %
2/20 TabneTok — He 6osee = 20 %

5 Disintegration time / 00 min 21 sec / 00 muH 21 cex Not more than 3 min / He 6onee 3 mux
PacnagaemocThb

6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 99% Not less than 75% (Q) of

. CisH;3NO3*C4H1NO; (ketorolac
Unit-2 / Ta6n-2 98% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 98% 75% Q)  CisHisNO3*C4H11NO3

) (xeToposlaka  TpOMETaMUH)  4epes
Unit-4 / Tabn-4 98% 15 MuH
Unit-5 / Tabn-5 97%

Unit-6 / Tabn-6 98%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepecHocTh 710 pm sieve is formed. / Obpasyetcs
OJHOpOAHAA CYCNEH3Hs, NPOXOAsLas
CKBO3b CHUTO C pa3MEepOM OTBEPCTUH
710 MKM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

3axkawuenne: OAOBPEHO

Prepared by /
IHoaroroBneHo:; Praveif/ Rana

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Omo6peno: Menemxkep / Pykopoaurests

Manoj Kumar hh_?ﬁé‘:(;

Reprint Date /
Jlata: 08.03.2024

Reprint Date /

Jlara: 08.03.2024

Reprint Date /
JHara: 08.03.2024




Dr.Reddy’s Qf*

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcrnpecc (keToposak) TabaeTky, aucneprupyemsie B noaocty pra, 10 mr

Batch No / : V2400276 Batch Quantity / : 3600000 tab /
Cepua Ne O6BbemM cepuH 3600000 tab
Analytical Report No / : 040002443714 Date of Analysis / : 08.03.2024
AnanuTuyeckni oruyer Ne JlaTa aHasm3a

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
JlaTa npon3BoaACTBA T'omen g0

Analysis performed according ND / Anann3 nposeaen mo H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, namenenue Ne2 or 11.11.2022)

PageSof8/Crp. Sm3 8

8 Related impurities / Poxcreennnie npumecu

1-ruapokcraganor

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Huxe npeneia o6Hapyxenus (10 =

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

KEeTopoJlaKa 0.0010%)
ketorolac 1-keto analog/ 0.05 % Not more than 0.8 % / He 6onee 0,8 %
1-keToAHANOT KETOpOIaKa
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eIMHAYHAST
HeuaeHTU UITUPOBaHHAS
npUMech
Total impurities / 0.1 % Not more than 1.0 % / He 6oxee 1,0 %
Cymma mpumeceit

9 Water / Bona 2.5% Not more than 7.0% w/w /

He 6omnee 7,0 %

10 Residual solvents by GC/ OcTaTouHBI¢ OPraHHYecKHe PaCTBOPUTETH

Isopropyl alcohol /
H3zonponaHon

15 pg/tab /
15 MxT B TabJeTke

Not more than 350 pg/tab /
He 6onee 350 MKr B TabneTke

IMpumeuanue: IIpoaykT COOTE

Remarks: The Product conforms to ND/

eTcTBYeT Tpebopanusam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMoaroTosieHo:; Pra\fn Rana

Checked by /
ITpoeepeHo: Pardeep Kumar

sl

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosogurens

Manoj Kumar ‘ r 3 Lo
\ e —

Reprint Date /
Jara: 08.03.2024

Reprint Date /
Hara: 08.03.2024

Reprint Date /
Jara: 08.03.2024




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

N Doacdebte b abaratar i ozt
L ReGlyY S Labgiatornes Lrg

Farmulation Unit-6
Vill. iKhol, Malagarh Road, Baddi

CEPTHOUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxkr: Keropon” Dkenpece (keroponak) TabaeTKH, 11

criepripyeMsie B ronoctu pra, 10 mr

Batch No / : V2400276 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 Tab
Analytical Report No / : 040002443714 Date of Analysis / : 08.03.2024
AHAIMTHYECKHH oTueT Ne JlaTa anaausa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa npou3BOACTBA T'oaen o

Analysis performed according ND / Anan3 npoBeeH no H:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page 6 of 8§ / Crp. 6 u3 8

11 Microbial enumeration tests / MuKkpoGHoioruueckas 4ncrora™

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1ee 4ucI0 He Gonee 1000 KOE/r
a’pOOHBIX MUKPO-
OpTraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obwee He 6onee 100 KOE/r
YHUCIIO JPOACKEBBIX 1
IUTECHEBBIX TPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyTcTBHE B 1 T
12 Uniformity of dosage units / 4.8 Acceptance value (AV) not more than

omnpeae/ieHue

OaHOPOAHOCTH 15.0 / TipuemMouHoe 3HaueHue (AV) He
JO3UPOBAHHUSA Gonee 15,0.
13 Assay / KonnyecTBeHHoe 10.0 mg / 10.0mr From 9.0mg to 11.0mg of
(99.5 %) C15H13NO3°C4H11N03 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 mMr
pale} 1 1,0 MT C15H13NO3’C4H1 1NO3
(keroponaka tpomeramus) (ot 90,0 1o
110,0 % oT 3asBIEHHOrO KOJIUYECTBA) B
TabneTKe

14 Butylhydroxyanisole
content / Copaepxanue
Oy THATHAPOKCHAHM30J12

0.0961 mg/tab /
0.0961 mr B TabneTke

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

Remarks: The Product conforms to ND/
[Tpumeuanne: [TpoayKT COOTBETCTBYET Tpebosanuam HJL

Conclusion: APPROVED /
Baxmouenne: OJIOBPEHO

Prepared by /
TloarotorneHo: Pravesh Rana

Checked by /
IIpoeepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBomuTesb

Manoj Kumar /
f UA‘L

Reprint Date /
Jlara: 08.03.2024

Reprint Date /
Jlara: 08.03.2024

Reprint Date /
Jlara: 08.03.2024

Registered Cffice: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telanzana, india
jol: +u L 40 4850 2900, Fax, +91 401500 2999, Email: mail@drreddys.com
CIN: LR5195AP1984P1LCO0A507

www.drreddys.com



Dr.Reddy’s €3¢ i,

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Dkcnpecc (keToponak) TabIeTky, AUCTieprupyembie B nonoctu pra, 10 mr

Batch No / : V2400276 Batch Quantity / : 3600000 tab /
Cepust Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002443714 Date of Analysis / : 08.03.2024
AHaJIHTHYECKHIi oTueT Ne JlaTa anajanza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa npon3BoacTsea T'ogen po

Analysis performed according ND / Ananu3s nposegen nmo HJ/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, namenenue Ne2 ot 11.11.2022)

Page 7 of 8/ C1p. 7 u3 8
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsina blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Tabnertok B Gnuctepe n3 (IA/AJIMTIS ¢
pack. / Ilo 10 Tabnerok B | Brnaromormotutenem/IIOBII) donbru //
omacrepe w3 (TTA/AJV/IID ¢ | (TI3/AJ) donsru. Io 1 unu 2 6nucTepa
BraromnornotureneM/I19BIT) ¢ MHCTPYKUUEH MO NPUMEHEHMIO B
donsru // ([I3/AJ]) doneru. ITo | HadyKy KapTOHHYIO.
2 Oncrepa ¢ MHCTPYKUUEH no

MPUMEHEHHIO B nauky
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootseTcTBUM ¢ H]I

17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bbie 25 °C.

XpaHenue

18 | Shelf life / Cpox rognocTu 2 years /2 rona

* 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 BBIMYCKeE JIEKAPCTBEHHOrO NpenapaTa KOHTPOJIb KayecTBa Mo nokasaTesio «VMuxpobuosornueckas
YHUCTOTA» MPOBOAMTCS AJst Kaxknoil 20-oii cepuu, WM ANt OQHON cepHU B rol, B 3aBUCMMOCTH OT TOr0, YTO
HACTYNIHT paHbllIe.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanwue: [Ipoaykr cooTBercTByeT Tpebopanusam HJL 3akiawuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IToaroToBaeHO: ?avesh Rana | ITposepeno: Pardeep Kumar | Ono6peno: Menemkep / PykoBoanTess

A r: ‘ Manoj Kumar @qﬁ.

Reprint Date / Reprint Date / Reprint Date /
Jlara: 08.03.2024 Hara: 08.03.2024 Jara: 08.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Okcnpecc (keToponak) Tab/eTkH, AUCTIEPrHPYEMbIC B NOMIOCTH PTa, 10 mr

Batch No / : V2400276 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002443714 Date of Analysis / : 08.03.2024
AnaguTHyeckuii oTuer Ne JlaTa aHaIH32

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jlara npoM3BOACTBA T'omen no

27.12.2021, msmenenne Ne2 or 11.11.2022)

Analysis performed according ND / Ananns nposegen nmo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

Page 8 of 8§/ Crp. 8 u3 8

API name / Hanmenosanue A®C:

Ketorolac tromethamine / Ketoposaka

Howmep cepun cy6cTanunn npouspogutens I'JIdD:

TpOMETaMHH
INN /MHH: Ketorolac / KeToponak
API manufacturer batch number /
Howmep cepun nponspoautensa ADC: ABQH006611
FP Manufacturer API Batch number / FEQA00572

API Manufactured by & country /
Ilpoussoautens ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
II-p Pennu'c JlaGoparopuc JIta., UHaus

Remarks: The Product conforms to ND/

[Tpumeuanue: IIpoaykT coorBeTcTBYeT TpebopaHusM HJJ

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by /

S

IMoarotosieHo: Pravejh Rana | IlposepeHo: Pardeep Kumar | Ono6peno: Menemxep / PykoBoauresb

Approved by: Manager/Executive /

Manoj Kumar

hogpsel

Reprint Date / Reprint Date /

Jlata: 08.03.2024

Jara: 08.03.2024

Reprint Date /
Jara: 08.03.2024




