Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTU®PUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dkcnpecc (keToponak) TabNeTkH, AMCNEPrUPYEMbIe B MONOCTH PTa, 10 mr

Batch No / : V2300668 Batch Quantity / : 36,00,000 tab/
Cepus Ne O6bem cepuu 36,00,000 Tab
Analytical Report No / : 890001658566 Date of Analysis / 28.04.2023
AHaauTHYecKHH oTyer No Jlarta ananausa

Date of Manufacture / : Apr.2023 Date of Expiry / Mar.2025
JlaTta NIpoH3BOACTBA T'onen no

Analysis performed according ND / Anann3 nposeaen no H/L:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel ot 27.12.2021)

Pagelof7/Crp.1n37

V®-cniextpotdoToMeTpHs

No . }
N Test / [TokazaTenn Results / PesyasTaThi Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrisle, niockue Kpyriple, miockue TabneTku ¢ Gackoi,
TabneTku ¢ packoH, cBETNO- CBETIIO-KETOr0 LIBETa C IPaBUPOBKOM
KeJITOTO [IBETA C TPAaBUPOBKOM «!» Ha oaHOU CTOpPOHE.
«l» Ha ONHOI1 CTOpPOHE.
2 Identification / [loanuHHOCTb
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®-cnexTpsl
MOIJIOMIEHHS UCTBITYEMOTO pacTBopa 1
patIBOpd  Lranaapiiuiy uOpdsid
KETOpOJiaka TPOMETaMMHA  JIOJIAKHBI
HMMETh MAaKCUMYMbI P OAHOM U TOH e
JUTHHE BOJNHBI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBanuam HJL

Conclusion: APPROVED /
3axkmiouenne: OJJOBPEHO

Prepared by /
[Moarotoenedo: Ramakant

Checked by /
IIposepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoauTeNnb

Manoj Kumar mj of

~
Reprint Date / Reprint Date / Reprint Date /
Hara: 28.04.2023 Hara: 28.04.2023 JlaTa: 28.04.2023
Ressterod Dfficer 3-2-5-7 Pon do 2 Banjara Hill i - 500054, Teirngaas, India
Tel +913 404900 »80C, 1304900 230, & vail@drrecdys.com

,
Cidl: LSE195APIBSARLCOG 507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUPUKAT AHAJIU3A

[

Ipoayxt: Ketopon

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkcnpece (keToposak) TabjaeTku, AMcneprupyemble B 10J0cTH pTa, 10 Mr

Batch No / : V2300668 Batch Quantity / : 36,00,000 tab /
I_Cepvm Ne O0bem cepuu 36,00,000 Tab
Analytical Report No / : 890001658566 Date of Analysis / 28.04.2023
AHanuTHYecKH# oTyeT Ne JlaTa aHajM3a

Date of Manufacture / : Apr.2023 Date of Expiry / Mar.2025
JlaTa npou3BOACTBA T'ogen no

Analysis performed according ND / Anann3 nposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page2of 7/ Crp.2m37

No

Test / Iloka3aTenab
Ne

Results / Pe3yabTaThl

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). / Bpemsa yXepxusaHus
OCHOBHOI'O MHKa Ha XpoMaTrorpaMme
UCIMBITYEMOTO  pacTBopa  HOJIKHO
COOTBETCTBOBATD BpPEMEHH
yIepXHUBaHMS OCHOBHOTO TIMKa Ha
XpoMaTorpamMme pacTsopa
cTaHgapTHOro ofpasua KeTopoJiaka
TpOMETaMHHA (paznen

«KonndecTBeHHOE ONpeICIICHUE).

Remarks: The Product conforms to ND/
[Tpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusam HJJ

Conclusion: APPROVED /
Sakiaouenne: OJJOBPEHO

Prepared by /
IMoarorossieHo: Ramakant

Quipd

Checked by /
Iposepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
OpnobpeHno: Menemxep / PykosoauTens

Manoj Kumar }ﬂgﬁ)ﬁi‘—-f—

Reprint Date /
Jara: 28.04.2023

Reprint Date /
Hara: 28.04.2023

Reprint Date /
JlaTa: 28.04.2023

Registered Officer 8-2-337, Road No 2, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel- +91 40 4900 290C, Fax- +91 40 4900 2949, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIM3A

'Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
9Kcnpecc (keToponak) TabNneTKkH, AUCNEPrUPYEMBIE B 110JI0CTH pTa 10 mr

a

Hpoayxr: Ketopon

Batch No / 1 V2300668 Batch Quantlty/ : 36,00,000 tab /
Cepusi Ne Oo6bem cepun 36,00,000 Tab
Analytical Report No / : 890001658566 Date of Analysis / : 28.04.2023
ApanuTHueckuii oruer Ne JlaTa ananu3a

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
JaTta npoussoacTsa Topen no

Analysis performed according ND / Ananun3 nposeaen nmo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel or 27.12.2021)

Page3of 7/Crp.3u3 7

1;.00 Test / Iloka3aTenb Results / PesyasTatsl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IloanuHHOCTD butylhydroxyanisole peaks on the
OYyTHIArNAPOKCUAHN30 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 yHepXKuBaHUA
MHKOB  2-OyTHITMOPOKCHAHU30NAa U
3-0yTunruapoKkcHaHHU30JIa Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBopa HOJDKHBI COOTBETCTBOBATDb
BpeMeHaM yRepK UBAHUA MHKOB
2-6yTUITHAPOKCUAHH301a U
3-6yTUNTUIPOKCHUAHU30J1a Ha
XpoMaTorpaMme pacTBopa
CTaHAApTHOTO obpazua
6yTUATHAPOKCHAHU30JIA (paznen
«Copaepxanue
OYTUITHIPOKCHAHU30JIa»).
4 Average weight / Cpeansis 69.6 mg/ 69.6 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot 67,2 mr mo 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/
IMpumeuanue: [IponykT cootBercTBYET Tpebopanusim HJT

Conclusion: APPROVED /
3axmoyenue: OJJOBPEHO

Prepared by / Checked by /

RS

Approved by: Manager/Executive /

IMoarorosneno: Ramakant IposepeHo: Pardeep Kumar Ono6peno: Menemxep / Pykoroaures

Manoj Kumar \E@&L

Reprint Date / Reprint Date / Reprint Date /
Jlara: 28.04.2023 Jara: 28.04.2023 Jlara: 28.04.2023
Repiater Poog ple 3okangars Hit fhedeesfined o 500030 T

CI[ L LGSLI95AP1S

moil@drrod

vw.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUDPHUKAT AHAJIU3A

Hpoayxkr: Ketopon®

Product: Ketorol Express (ketorolac) Orally Disintegrafi_n:g Tablets 10 mg
Dkenpecc (KeTopoak) TabaeTKH, AUCneprupyeMble B MoJaocTH pra, 10 mr

Batch No / : V2300668 Batch Quantity / : 36,00,000 tab /
Cepus Ne Ob6bem cepun 36,00,000 Tab
Analytical Report No / : 890001658566 Date of Analysis / 28.04.2023
AHaguTHYecKHil oTyeT Ne JlaTa aHaau3a

Date of Manufacture / : Apr.2023 Date of Expiry / Mar.2025
JaTa npou3BoJACTBA T'ogen g0

Analysis performed according ND / Ananu3 nposeaen nmo HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / m3menenne Nel or 27.12.2021)

Page 4 of 7/ Crp. 4m37

NNOO Test / [Toka3zaTens Results / Pe3ynbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OaHOpPOAHOCTHL MaCChI 2/20 tablets - not more than + 20 % /

18/20 TaGnerok — He Oonee = 10 %
2/20 Tabnetok — ue 6onee + 20 %
5 Disintegration time / 17 sec /17 cex Not more than 3 min / He 6onee 3 mun
Pacnapaemocthb
6 Dissolution / PacTeopenue Unit-1 / Ta6n-1 102 % Not less than 75% (Q) of
. Ci1sH13NO3*C4H 1NO3 (ketorolac
=} - 0,
ule S h 1055 tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 103% 75% (Q)  CisHisNO3*C4H | 1NO;
. . (xeToposiaka ~ TPOMETaMHMH)  Hepe3
Unit-4 / Ta6n-4 104% 15 MuH
Unit-5 / Ta6bx-5 104%
Unit-6 / Ta6x-6 103%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JducnepcHocts 710 um sieve is formed. / O6pazyercs
ONHOpOJHAs CYCIeH3HUs, NpOoXonsiast
CKBO3b CHTO C pa3MepoM OTBEpCTHH
710 MKM.

Remarks: The Product conforms to ND/

HpHMeanHe: ITponykr cooTBeTcTBYET TpeboBanusaM HJL

Conclusion: APPROVED /
3akawuenune: OQJIOBPEHO

Prepared by /
Tloxnrorosneno: Ramakant

Qukont

Checked by /
IIposepeno: Pardeep Kumar

o

Approved by: Manager/Executive /
Ono6peno: Menemxep / P}-’KOBO,IU?'CIIL:

Manoj Kumar l\h;é ,{@-’J

Reprint Date /
Hara: 28.04.2023

Reprint Date /

Reprint Date /
Jara: 28.04.2023

LA e 2.3
ared Qriice A=

foir oo 1045007

Hara: 28.04.2023
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Dr.Reddy’s Q':"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkenpece (keToponak) TabieTku, AUCIEPrupyembie B NonocTy pra, 10 mr

Batch No / : V2300668 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001658566 Date of Analysis / 28.04.2023
AHanurndyeckuii oruyer Ne JlaTa apaiu3a

Date of Manufacture / : Apr.2023 Date of Expiry / Mar.2025
JaTta npou3BoAcTBA T'onen o

Analysis performed according ND / Anann3s nposenen mo H:
JITI-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel ot 27.12.2021)

PageSof 7/Crp. S5uz 7

8 Related impurities / PoacTBeHHBIE NpUMecH

ketorolac 1-hydroxy analog /
1-ruapoxcuaHanor

Below LOD (LOD =0.0010 %) /
Hwxe npenena obuapyxenns (IO

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

KeTopoJiaka =0.0010 %)
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHanor KeToponaka 0.03%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIUHUYHas 0.03%
HeraeHTU(UIIMPOBaHHAs
HpUMEChH
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

9 | Water/Bona 2.2% Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTraTo4Hble opranu4eckue pacTBOPUTEIH

Isopropyl alcohol /
H3onponaHon

3 pg/tab / 3 Mkr B Tabnetke

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

Remarks: The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBanusm HJJ

Conclusion: APPROVED /
3akiouenne: OJOBPEHO

Prepared by /
INoarorosneno: Ramakant

okt

Checked by /
[Tpoeepeno: Pardeep Kumar

4 Manoj Kumar

S

Approved by: Manager/Executive /
Onob6peno: Menemxkep / PykosoanTeb

o pea

Reprint Date / ]
Jara: 28.04.2023

Reprint Date /
Iara: 28.04.2023

Reprint Date /
Hara: 28.04.2023

Registered Ofice 2-2-337, Raad No. 2, Banjora Hiils, Hyderzhad - 500034, Telanganz, india
Tel' +91 10 4500 2900, Fax: +91 30 4200 2249, Email: mail@drreddys com

CIN: L35195AP1384PLCO01507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIM3A

'Product: Ketorol Express (ketorolac) Orall_y_Disintegrz;ting Tablets 10 mg
HpoaykT: Ketopon® Dkcnpece (keToponak) TabneTku, AMCeprupyemble B noaoctu pra, 10 mr

Batch No / : V2300668 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001658566 Date of Analysis / 28.04.2023
AnanuTnyeckui oryer Ne Jara aHanu3a

Date of Manufacture / : Apr.2023 Date of Expiry / Mar.2025
JaTa npoussoacTBa T'oxen o

Analysis performed according ND / Ananu3 nposeges no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / mamenenune Nel ot 27.12.2021)

Page6of 7/ Ctp. 6 u3 7

11 | Microbial enumeration tests / Mukpo6uosoruueckas 4yncrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Oburee uncno He 6onee 1000 KOE/r
a3pobHBIX MUKPO-
OpraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1uee He 6onee 100 KOE/r
YHUCJIO APONIKEBBIX U
TUIECHEBBLIX rpHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBUE B 1 T
12 | Uniformity of dosage units / 22 Acceptance value (AV) not more than
OnHopoAHOCTD 15.0 / Tlpuemounoe 3nayeHue (AV) He
NO3UPOBaHHUSA 6onee 15,0.
13 Assay / KosinuecTBeHHOe 9.9 mg/9.9 mMr From 90mg to 11.0 mg of
onpeneaeHHe (99.2 %) C15H13NO3*C4H|1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr n0
1 1,0 MTI' C15H13NO3'C4H11NO3
(keroponaka TpometamuH) (or 90,0 mo
110,0 % OT 3asBJIEHHOT0 KOJMYECTBa) B
tabneTke
14 | Butylhydroxyanisole 0.0934mg/tab / Not less than 0.042 mg/tab /
content / Conepxanue 0.0934 mr B TabneTke He menee 0,042 mr B TabneTke
Gy THITHAPOKCHAHU30/1A

Remarks: The Product conforms to ND/

Ipumeuanwue: [IponykT cooTBeTcTBYeT TpeboBanusim H]L

Conclusion: APPROVED /
Zakmwouenue: OJJOBPEHO

Prepared by /
HOAFOTOBneHo:_ Ramakant

Gokstf

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautens

Manoj Kumar %M
! 7L

Reprint Date /
Jara: 28.04.2023

Reprint Date /
Hara: 28.04.2023

Reprint Date /
Jara: 28.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykt: Keropon™ Dkcnpece (keToponak) TabieTku, AUCeprupyembie B nonocty pra, 10 mr

Batch No / 1 V2300668 Batch Quantity / : 36,00,000 tab /
Cepus Ne O61bem cepuu 36,00,000 Tabd
Analytical Report No / : 890001658566 Date of Analysis / 28.04.2023
ApajuTnyeckuii oryer Ne JlaTta anaau3a

Date of Manufacture / : Apr.2023 Date of Expiry / Mar.2025
JlaTa mpoHM3BOACTBA I'onen no

Analysis performed according ND / Anann3s nposeaen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel or 27.12.2021)

Page 7of 7/ Crp. Tuz 7

15 | Package/ YnakoBka 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / ITo 10 TabneTok B
information leaflet in a carton | 6aucTepe u3 (TTA/AJI/TID c
pack. / Tlo 10 Tabnerok B | Bnaronornorutenem/[1OBIT) donsru //
onuctepe w3 (YIA/AJVITD ¢ | (TI3/AJT) doneru. Ilo 1 unu 2 GnucTepa ¢
Brnaronornotutenem/I13BIT) HHCTPYKLUEH MO MPUMEHEHMIO B MMAYKy
doneru // (II3/AJT) doneru. ITo | kapTOHHYIO.

2 6nMcTepa ¢ MHCTPYKUMEHR MO
TIPUMEHEHHIO B navyKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cooteeTcTtBUu ¢ HJI
17 | Storage conditions/ Below 25 °C. / IIpu Temnepatype He Bblie 25 °C.
XpaneHnue
18 | Shelf life / Cpok roaHocTH 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.

* JIpu BbINyCKe JIEKAPCTBEHHOI'0 NPenapaTa KOHTPOJIbL Ka49¢CTBA M0 MOKA3aTe10
«MHKPOGHOJIOTHYECKAS] YHCTOTA» MPOBOAMTCA A Kaxnoi 20-0if cepun, UK AJ18 OAHOH CEPHH B rof,
B 32BHCHMOCTH OT TOT'0, YTO HACTYIIMT pPaHBIIE.

Remarks: The Product conforms

[Tpumeuanue: [Ipogykr cootBeTcTBYeT Tpebopanusam HJI

to ND/

Conclusion: APPROVED /
axaouenne: OJOBPEHO

Prepared by /
IMonroroeneno: Ramakant

Qubst)

Checked by /
ITpoeepeno: Pardeep Kumar

= .

Approved by: Manager/Executive /
Opno6peno: Menemxkep / Pykoroayress
Manoj Kumar ' d

{ [

Reprint Date /
ara: 28.04.2023

Reprint Date /
Jara: 28.04.2023

Reprint Date /
Jlara: 28.04.2023

Registered Office: 8-2-357, Road Mo 3, Banjare dim:, Hyderan n - 50003

Tel* +91 40 4900 2200, o +91 40 490C 254 2, Email: mail@dire

CIN: LB5195AP1984PLC0O04507
www.drreddys.com

., mlangana, India

cdys.com




