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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

CEPTUOHUKAT AHAJIM3A

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkcnpece (ketoponak) TabaeTKy, AMCIIeprHpyeMble B IOA0CTH pTa, 10 Mr

Batch No / : V2200787 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O6beM cepun 36,00,000 Tab
Analytical Report No / : 890001587820 Date of Analysis / 29.04.2022
AHanuTHyecKHi oTyer Ne JlaTa anaausza

Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
Jara npon3BoacTsa I'ogen no

Analysis performed according ND / Anann3 nposeaen no HJI:
JIII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page1of7/Crp.1m37

No

VY®d-cnexrpodoTomeTpus

No Test / IlokasaTenp Results / Pe3yabTaTh! Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "[" debossed on one with "[" debossed on omne side. /
side. / Kpyrneie, miockue Kpyriele, miockue TabiaeTky ¢ Gpackoi,
Tabnetku ¢ dackoii, cBeTIIO- CBETJIO-)KENTOro LBETa ¢ PaBUPOBKOH
HKEJITOrO LIBETA C IPABUPOBKOMH «|» Ha OGHOW CTOpPOHE.
«l» Ha OIHOM CTOpOHE.
2 Identification / IlognHHHOCTB
Ketorolac / Kemoponak
a) ByuUv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnexrpsl
TIOTJIOIMEHHST MCIBITYEMOTO pacTBopa U
pacTBopa  craHmapTHoro  obpasua
KeToponaka TpPOMETaAMHHA  JOJDKHbI
HUMETb MaKCUMYMbI IPU OJIHOM U TOH ke
IUTWHE BOJIHBI (+ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTRYeT Tpeboranusm HJL

Conclusion : APPROVED /
3aknwuenune: OXOBPEHO

Prepared by /
Moarororneno: Ankit

A

Checked by /
ITporepenn: szesh Rana
] A

Approved by: Manager/Executive /
Onofipern: Menemxep / Pykoronutenn
Manoj Kumar - i

Reprint Date /
Jarta: 29.04.2022

Reprint Date /
Jara: 29.04.2022

Reprint Date /
Hara: 29.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (keToponak) TabneTKu, AMCIIEprUpyeMBble B IIONIOCTH pTa, 10 Mr

Batch No / : V2200787 Batch Quantity / : 36,00,000 tab /
Cepusa No O0neM cepun 36,00,000 Tab
Analytical Report No / : 890001587820 Date of Analysis / 29.04.2022
AHajguTHYecKHi oTueT No JlaTta anannza

Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
Jara npon3BoacTBa I'onen no

Analysis performed according ND / Ananu3 nposeaen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)
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No

Test / [Toxa3zaTeanb
Ne

Results / PesyabTaTs!

Specification / Hopma

b) By HPLC / BOXKX

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  ynepXHUBaHUA
OCHOBHOI0 MMHKa Ha XpoMaTorpamme
HCMBITYEMOTO  PacTBOpa  JOJDKHO
COOTBETCTBOBATH BpeMeHH
yAepXXUBaHUS OCHOBHOIO NHKa Ha
XpOMaTorpamme pacTeopa
CTaHAAPTHOTO KeTOpOMaKa
TpoMeTaMHHa (pazmen
«KonmuecTBeHHOE ONIPENEICHUEY).

obpasna

Remarks : The Product conforms to ND/

Ilpumeuanue: [IpoaykT cooTBeTcTBYET TpebopauuaM HJT

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Prepared by /
TInarorornenn: Ankit

43

Checked by /
I'lporepenn: Pravesh Rana

1

Approved by: Manager/Executive /
Qpofipern; MeHemxep / Pyrorourenn
Manoj Kumar )

Reprint Date /
Hara: 29.04.2022

Reprint Date /
Jara: 29.04.2022

Reprint Date /
Hara: 29.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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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) Orally Disintegrating Tablets 10 mg
ITpoaykt: Ketopon® Dkcnpecc (keToposak) TabieTky, JUCIICpripyeMble B NOJIOCTH pTa, 10 Mr

Batch No / : V2200787 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6BeM cepun 36,00,000 Tab
Analytical Report No / : 890001587820 Date of Analysis / 29.04.2022
ApanuTHyeckKuii oruet Ne Jlara anaansza

Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
JaTta npou3BoacTsBa Toaen go

Analysis performed according ND / Ananus nposegen mo HJL: -
JIT1-004929-011119 (amend Nel from 27.12.2021 / mamenenue Nel ot 27.12.2021)
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i.oo Test / IlokasaTenan Results / PesyasTaTbl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoanuHHOCTL butylhydroxyanisole peaks on the
OYyTHATHAPOKCHAHH30J 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 yAepXHUBaHUA

MUKOB  2-OyTHITHAPOKCHMAHHU3ONA H
3-6yTWITHAPOKCHAHU30T1A Ha
XpoMaTorpaMme HCTILITYEMOTO
pactBopa [OJDKHBl COOTBETCTBOBATh
BpeMeHaM YACPKUBAHUA TI1MKOB
2-0yTHITHAPOKCHAHHU30JIa U
3-0yTHITHAPOKCHAHU30JIa Ha
XpoMaTorpaMme pacTBOpa
CTaHAapTHOTO obpasua
OYTHUITHIPOKCHAHH30Ma (paznmen
«CopepxaHue

OYTUNTHAPOKCHAHU301a»).

4 Average weight / Cpeanas
Macca

70.3 mg/ 70.3mr

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 conforms to ND/

ITpumeuanue: Ilpoaykt coorBeTcTBYET TpeboBannaM HJL

Conclusion : APPROVED /
Jakarwuyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroronnero: Ankit [Iponeperio: Pravesh Rana Onobperio: Menemxep / PykoBoaurens
C//S [’, Manoj Kumar }Q&: L

Reprint Date /
Jara: 29.04.2022

Reprint Date /
Jara: 29.04.2022

Reprint Date /
Jara: 29.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTUPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxt: Keropon® Dkcnpecc (keToponak) TabeTKy, AMCIeprupyeMble B OJIOCTH pTa, 10 Mr

Batch No / : V2200787 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepun 36,00,000 Tab
Analytical Report No / : 890001587820 Date of Analysis / 29.04.2022
AHanuTHYecKUil oT4eT No Jara ananusa

Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
JaTta npon3BoacTBa Toaen go

Analysis performed according ND / Anann3 nposegen no H:
JITI-004929-011119 (amend Nel from 27.12.2021 / namenenune Nel ot 27.12.2021)
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1;.00 Test / ITloka3zareanb Results / PesynsTaTh! Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than =+ 10 %
OasOpOIHOCTHL Macehl 2/20 tablets - not more than + 20 % /

18/20 Tabnetox — He OGonee + 10 %
2/20 tabnetox — He 6onee + 20 %
5 Disintegration time / 18 sec/ 18 cek Not more than 3 min / He 6onee 3 mun
Pacnapaemoctn
6 Dissolution / PacTBopeHue Unit-1/ Tabn-1 100% Not less than 75% (Q) of
. Ci15sH13NO3*C4H 1 NOs (ketorolac
Unit-2 / Tab1-2 L tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 101 % 75 % Q C1sH13NO3+C4H11NOs
. . (keToponaka  TpOMETaMHH)  4depe3
Unit-4 / Tabn-4 100% 15 Mur
Unit-5 / Ta6in-5 105%
Unit-6 / Tabn-6 99 %
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
ducnepcHocTh 710 pm sieve is formed. / O6pasyercs
OHOPOMAHAA CYCNEH3HsA, MNPOXOAsIas
CKBO3b CHTO C pa3MepOM OTBEPCTHi
710 MKM.

Remarks : The Product conforms to ND/
[Tpumeuanue: Ilponykt cootsercTByer Tpebosanusam HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
HonrOTOBJIeHo:AIﬂd_@

/ |
—

L

Checked by /
IMposepeno: Pravesh Rana

— .-")
e

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykopoauten
Manoj Kumar i .

r\n . (L L

Reprint Date /
Jara: 29.04.2022

Reprint Date /
Hara: 29.04.2022

Reprint Date /
Jara: 29.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTHO®UKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Sxcnpecce (ketoponak) TableTkH, AUCIIeprupyeMble B MOJI0CTH pTa, 10 Mr

Batch No / : V2200787 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepHu 36,00,000 Tab
Analytical Report No / : 890001587820 Date of Analysis / 29.04.2022
AHaJHTHYeCKHH oTHeT Ne Jara anannza

Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
Jara npon3BojacTBa T'open no

Analysis performed according ND / Anaym3s nposenen no H/:
JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel ot 27.12.2021)

PageSof 7/ Crp. Sm3 7

8 Related impurities / PoxcTBenHnsle npuMecu

1-ruapokcHasator
KeTopoJaka

ketorolac 1-hydroxy analog /

Less than LOD (LOD:0.0010)

ketorolac 1-keto analog/
1-KeToaHaNOr KeTOpPOIaKa

0.06 %

Any unidentified impurity /
e MAHHUY HAS
HenaeHTUhUIMPOBaHHAS
NPUMECH

0.04%

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

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

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

Total impurities /
Cymma npumeceii

0.1 %

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Boga

22%

Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble opraHHYeckHe pacTBOPUTEH

Isopropyl alcohol /
Wsonponaxon

3 pg/tab/ 3 pg/tab MkrB
TabJeTKe

Not more than 350 pg/tab /
He 60mnee 350 MKT B TabaeTke

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJ{

Conclusion : APPROVED /
3akaruenune: OJOBPEHO

Prepared by /
INoaroroeneno: Ankit

A

Checked by /
IIposepeHo: Pravesh Rana
f

g

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoourens

Manoj Kumar \ .

Reprint Date /
Hara: 29.04.2022

Reprint Date /
Jara: 29.04.2022

Reprint Date /
Jara: 29.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

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 : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpecc (keroponak) Tabnetku, AUCIIeprupyeMble B MON0CTH pra, 10 mr

Batch No / : V2200787 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo0nem cepuu 36,00,000 Tab
Analytical Report No / : 890001587820 Date of Analysis / 1 29.04.2022
AHAIATHYECKHH 0TUeT No Jlara anannsa

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
JlaTa mpou3BoacTBa T'onen go

Analysis performed according ND / Ananus npoBeaen mo HJ/I:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)
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11 Microbial enumeration tests / Mukpo6uosioruyeckas 4ucToTa*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obmiee uucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pO6HBIX MHKPO-
OpraHU3MOB
b) Total Combined Yeast Less than 10 CFU/g/ Not more than 100 CFU/g /
and moulds count / Ob1ee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIIO IPOXIKEBBIX H
TUIECHEBBIX IpUOOB
¢c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCyTCTRYET OtcyTcTBHE B 1 T
12 | Uniformity of dosage units / 53 Acceptance value (AV) not more than
OaHopoaHOCTDH 15.0 / IlpuemoyHoe 3Ha4yeHHE (AV) He
JO3UPOBAHUS 6onee 15,0.
13 | Assay/ KonnuecTBeHHOE 9.9 mg/9.9 mMr From 90mg to 11.0mg of
onpeaesieHue (99.1 %) Ci5H3NO3*C4H | NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr mo
11,0 Mr CisHi3NO3C4H 1 NO3
(xetoponaka TpomeramuH) (ot 90,0 no
110,0 % OT 3asBICHHOTO KOJIWMYECTRA) B
Tabmerke
14 | Butylhydroxyanisole 0.0969 mg/tab / Not less than 0.042 mg/tab /
content / Coxep:xkaHue 0.0969 mr B TabieTke He menee 0,042 mr B TabneTke
OyTHATHAPOKCHAHU301A

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanue: Ilpopykt cooTBeTcTBYeT TpeboBanuam HJ 3akarouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TTonrorornenn: Ankit Mporepenn: Pravesh Rana Qnofipero: Menemxkep / PykoBonntene
A) Manoj Kumar s f

(A. - J (el
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.04.2022 Hara: 29.04.2022 Jara: 29.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




©e
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

CEPTUOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Skcnpecc (ketoponak) TabIeTkH, MCeprupyeMble B NonNocTu pra, 10 mr

Batch No / : V2200787 Batch Quantity / : 36,00,000 tab /
Cepus Ne O06nem cepun 36,00,000 Tab
Analytical Report No / : 890001587820 Date of Analysis / 29.04.2022
AHaJIHTHYECKHH oT4yeT No JaTa aHaJH3a

Date of Manufacture / 1 Apr.2022 Date of Expiry / Mar.2024
Jara npon3BojicTBa I'open go

Analysis performed according ND / Auanus nposenen mo HJI;
JIT1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)
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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. / Tlo 10 TabneTtox B
information leaflet in a carton | Gnucrepe u3 (ITA/AJI/TID c
pack. / Tlo 10 Tabnerox B | Biaromoriotuteiem/II3BIT) doneru //
6mucrepe w3z (ITA/AJVIID ¢ | (IID/AJI) donbru. o 1 unu 2 6nuctepa c
BrnaromnoriaoTureneM/[13BI]) WHCTPYKLIMEH MO NPUMEHCHUIO B IA4dKy
doneru // (IT3/AJI) doneru. [lo | xapToHHYIO.

2 GnucTepa ¢ MHCTPYKIMEH MO
NPHUMEHEHHIO B nauky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootsetctBuM ¢ HJT
17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Beiuze 25 °C.
XpaHeHue
18 Shelf life / Cpox roaHocTn 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 earlier.

* IIpu BbIMycKe 1eKAPCTBEHHOI0 MPenapaTa KOHTPOIL KAYeCTBA [0 MOKA3ATEI0
«MHKPOOHOJOrHYECKAS YHCTOTA) NPOBOIUTCS s Kaxaoii 20-o0¥i cepuu, Wi /Ml OJHOI CEpHH B rof,
B 3aBHCHMOCTH OT TOT'0, YTO HACTYIMHT pPaHbIIe.

Remarks : The Product conforms to ND/
Ilpumeuanue: IlpoaykT coorBercTByeT TpeboBanusM HJI

Conclusion : APPROVED /
3axaouyenne: OJOBPEHO

Prepared by /
[Moarorosneno:Ankit

(K

Checked by /
IIposepeno: I}’r;avcsh Rana

he -
&

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykorogurens
Manoj Kumar

Reprint Date /
Jata: 29.04.2022

Reprint Date /
Jara: 29.04.2022

Reprint Date /
Hara: 29.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2995, Email: mail@drreddys.com
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