Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTHOUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dkenpece (keToposnak) TabneTKH, AMCHIEPTUPYEMBIE B TIOJIOCTH pTa, 10 Mr

Batch No / : V2300667 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001657870 Date of Analysis / : 22.04.2023
AHandTHYecKHH oTueT Ne JlaTa anaau3a

Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2025
Jata npousBoacTBa T'onen oo

Analysis performed according ND / Ananu3 nposenen mo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel or 27.12.2021)

Page1of 7/Crp. 1 u3 7

No

Test / Ilokaszarenn
Ne

Results / PesynbTaTbl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrusle, mockue
TabaeTkH ¢ dackoit, cBeTI0-
HENTOTrO L[BETA C IPaBUPOBKOM
«|» Ha oHOM CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrnsle, niockue Tabnetku ¢ hackoi,
CBETJIO-XKENTOrO LBETA C IPaBUPOBKOI
«» Ha O{HOI CTOPOHE.

2 Identification / NoagauHHOCTL

Ketorolac / Kemoponak

a) ByUV/

Y®-cnekTpohoToMeTpHs

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
MOTJIOIIEHHS HCIIBITYEMOTO PacTBOpa U
pacTBopa  CTaHaapTHOro  obpasua
KeTopojlaka TpOMETaMHHa  JOJDKHBI
HMMETb MaKCUMYMbI [IPH OJHOM U TOH XKe
JUTUHE BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/
IIpumeyanme: [Ipoayxr cootsercTBYeT TpeboBanusM HJI

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
IToarorosneno: Ramakant

Checked by /
ITpoeepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Opnobpeno: Menemkep / Pykopoaurens
Amit Kumar e

_-___,_.-/

Bkt
Reprint Date /

Jara: 22.04.2023

Reprint Date /
Hara: 22.04.2023

Reprint Date /
JlaTa: 22.04.2023

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTHOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dkcnpece (keToponak) TabneTkH, AUCTIEPrUpYeMble B IIOJIOCTH pTa, 10 Mr

Batch No / : V2300667 Batch Quantity / : 36,00,000 tab /
Cepla Ne O61eM cepun 36,00,000 Tab6
Analytical Report No / : 890001657870 Date of Analysis / 22.04.2023
AHaluTHYeCKHl oTUeT Ne Jarta ananusa

Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2025
JdaranponssoacTea I'onen no

Analysis performed according ND / Ananms nposegen no HJI:
JIII1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)

Page2 of 7/ Crp. 2 3 7

No

Test / [Toka3aTenn
Ne

Results / PesyabTaThl

Specification / Hopma

b) By HPLC/B32XX

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 ynepxuBanus
OCHOBHOTO MMHKa Ha XpOMaTOTpamMe
HCIIBITYEMOTO  pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpeMeEHN
YOCpXKUBaHHS OCHOBHOIO IIMKa Ha
XpOMarorpamme pacTBopa
CTaHIAPTHOTO KeTopoJiaka
TpOMEeTaMHHa (pazpmen
«KomnmmyecTBeHHOE ONpeNEeeHUEY ).

obpasia

Remarks: The Product conforms to ND/
Ilpumeuanue: [TpoaykT cOOTBeTCTBYET Tpebopauuam HJJ

Conclusion: APPROVED /
3axiarouyenne: OJJOBPEHO

Prepared by /
IToarorosieno: Ramakant

RAudsd

pd

Checked by /
IIposepeno: Pardeep Kumar

o4

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauress
Amit Kumar ' :
S

Reprint Date /
Jara: 22.04.2023

Reprint Date /
Hara: 22.04.2023

Reprint Date /
Hara: 22.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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www.drreddys.com
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Dr. Reddy,s ‘.... 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
CEPTUDOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® kcnpecc (keToposiak) TabiueTkH, JUCeprupyemble B r0J10cT4 pra, 10 Mr

Batch No / : V2300667 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0BemM cepun 36,00,000 Tab
Analytical Report No / : 890001657870 Date of Analysis / 1 22.04.2023
AHajJuTHYecKHui oTueT Ne JlaTa anagn3za

Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2025
Jata mpousBoacTea T'open no

Analysis performed according ND / Ananmu3 nposenen mo H/I:
JIIT-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page3 of 7/Crp.3m3 7

‘1;.00 Test / Iloka3aTesb Results / PesynbTaThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoanunuocTs butylhydroxyanisole peaks on the
Oy THNTHAPOKCHAHU30I 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 ynepXuUBaHUA
NUKOB  2-OyTHITHAPOKCHAHH30JIa |
3-0y THITHAPOKCHAHU30IA Ha
XpoMarorpamme HCIIBITYEMOTO
pacTBopa AOJDKHBI COOTBETCTBOBATH
BpeMeHaM YASP)KUBAHHUA MTHUKOB
2-0yTUIrHAPOKCHAHU30JIa u
3-0yTHArHIPOKCHAHKU30J1a Ha
XpoMaTorpamme pacTtBopa
CTaHAapTHOTO obpasua
OYTUNTUIPOKCHAHU30TIa (pa3nen
«ConepxaHue
OYTUITHIPOKCUAHU30TIAY).
4 Average weight / Cpenusis 69.4 mg/ 69.4 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca 0Ot167,2 Mr 1o 72,8 mr (70,0 Mr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Ipumeuanue: [Ipoaykt cooTBeTcTBYeT TpeboBaHusaM HJ| 3axarwuenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno; Ramakant ITporepeno: Pardeep Kumar Qnofipero: Menemxkep / Pykoromurenn
Amit Kumar " eat>
s =
Reprint Date / Reprint Date / Reprint Date /
Jara: 22.04.2023 JHara: 22.04.2023 Jara: 22.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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

CEPTUOPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Jkenpece (keToposnak) TableTKH, AUCTIEPTUPYEMBIE B IIOJIOCTH pTa, 10 Mr

Batch No / : V2300667 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 tab
Analytical Report No / : 890001657870 Date of Analysis / : 22.04.2023
AHajuTHYecKkH# oTyeT Ne Jara ananuza

Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2025
JaTa npou3BoacTBa T'open a0

Analysis performed according ND / Anann3 nposenen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page4 of 7/ Crp. 4 u3 7

1;.00 Test / [loka3zaTennb Results / PesynbTaTh! Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than £ 10 %
OAHOPOAHOCTH MacChl 2/20 tablets - not more than = 20 % /

18/20 Tabnetox — He Gonee + 10 %
2/20 Tabnetok — He 6onee = 20 %

5 Disintegration time / 14 sec /14 cex Not more than 3 min / He 6onee 3 mun
Pacnagaemocthb

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

Unit-2 / Ta61-2 101% CisH 13N03.°C4H.1 1INO3 . (ketorolac
tromethamine) in 15 min / He Menee
Unit-3 / Ta61-3 101% | 75% (Q)  CisHisNOs*C4H1NO;3
) . (keToponiaka ~ TpOMETaMHH)  Hepes
Unit-4 / Tabn-4 100% 15 MuH
Unit-5 / Ta6n-5 101%
Unit-6 / Ta6n-6 101%

7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a

JAucnepcHocTh 710 pm sieve is formed. / O6pa3yercs
ONHOpOIHAs CYCHEH3Hs, NPOXOIAIast
CKBO3b CHTO C pa3MepoOM OTBEPCTHit
710 MKM.

Remarks: The Product conforms to ND/

IIpumeuanue: Ilpoaykr coorBeTcTByeT TpeboBanusam HJI

Conclusion: APPROVED /
3axmiouenue: OJJOBPEHO

Prepared by /
IToarorosnexno: Ramakant

Checked by /
ITpoBepeno: Pardeep Kumar

-

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

Amit Kumar SN
-y /

Buled-
Reprint Date /

Hara: 22.04.2023

Reprint Date /
Hara: 22.04.2023

Reprint Date /
Hara: 22.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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
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www.drreddys.com

CEPTHOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon™ Dxenpece (keToponak) TabneTku, AHCHEpriupyeMble B TNOJIOCTH pTa, 10 Mr

Batch No / ¢ V2300667 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001657870 Date of Analysis / 22.04.2023
AHaauTHYeCKHH 0oTUeT Ne Jara ananuza

Date of Manufacture / : Mar.2023 Date of Expiry / Feb.2025
Jata npousBoacTBa I'open no

Analysis performed according ND / Ananus nposegen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

PageSof 7/ Cap. 5uz 7

8 Related impurities / PogcTBenHbie npumecu

ketorolac 1-hydroxy analog /
1-rugpokcyaHanor

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

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

KeToponaka =0.0010 %)
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHAIOr KETOpOJIaKa 0.04%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€IUHUYHas 0.03%
HeuIeHTH(HLIPOBaHHAas
NpUMECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CyMmMa npumeceii

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

He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTouHnble opranuyeckue pacTEOPHTENH

Isopropyl alcohol /
HsomnponaHon

8 pg/tab / 8 MKT B TabneTke

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

Remarks: The Product conforms to ND/
[Ipumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusm H]I

Conclusion: APPROVED /
3akawuenune: QIOBPEHO

Prepared by /
lloarorosneno: Ramakant

Checked by /
Iposepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menekep / PykoBogurens

Amit Kumar ~Ne—
/

Qo
Reprint Date /

Hata: 22.04.2023

Reprint Date /
Hara: 22.04.2023

Reprint Date /
Hara: 22.04.2023
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CERTIFICATE OF ANALYSIS  www.drreddys.com
CEPTHOUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon™ Dkenpecc (ketoponak) TabneTku, Aucnepripyemsie B noaocty pra, 10 mr

Batch No / : V2300667 Batch Quantity / : 36,00,000 tab /
Cepn No O6beMm cepun 36,00,000 Tab
Analytical Report No / : 890001657870 Date of Analysis / 1 22.04.2023
AnaJuTH4ecKHii oTyer No Jarta anainza

Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2025
Jdara npouseoacrea T'oxen no

Analysis performed according ND / Anasnns nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 u3 7

11 | Microbial enumeration tests / MukpoGnonoruyeckast YucTora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obwiee uuciao He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-

OpraHU3MOB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61ee He 6onee 100 KOE/r

YUCIIO APOXKIKEBBIX U
IUIECHEBBIX rprbOB

c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBUe B 1 1

12 Uniformity of dosage units / 44 Acceptance value (AV) not more than
OaHOpPOAHOCTD 15.0 / [TpuemouHoe 3uauenue (AV) He
J03MpPOBaHHUS 6onee 15,0.

13 Assay / KostnuecTBeHHOE 9.7mg/9.7 mr From 9.0mg to 11.0 mg of
onpeaesieHue (97.3 %) C15H13NO3°C4H 1NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Or 9,0 Mr no
1 1,0 Mr C15H13N03'C4H11NO3
(xetoponaka TpoMetaMuH) (ot 90,0 no
110,0 % oT 32dBJEHHOTO KOJIMYECTBA) B

Tabnetke
14 | Butylhydroxyanisole 0.0974mg/tab / Not less than 0.042 mg/tab /
content / Conepxanue 0.0974 mr B Tabnetke He menee 0,042 mr B Tabnetke
6yTHIlFH[lp0KCHaHH3OJ13
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeyanne: [MpoaykT coorBeTcTBYET TpeboBaHMAM HJJ 3axkmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroTosneHo: Ramakant ITporepeno: Pardeep Kumar Onobpeno: MeHemxep / PykoBoxutens
Amit Kumar “N—
Quled S N
Reprint Date/ - Reprint Date / Reprint Date /
Jara: 22.04.2023 Jara: 22.04.2023 Hara: 22.04.2023

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy,s ‘.... 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
CEPTUO®HUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Oxcnpecc (ketoponak) TabieTkH, JUCTIEprUpyeMble B MOJI0CTH pTa, 10 Mr

Batch No / 1 V2300667 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepuu 36,00,000 Tab
Analytical Report No / : 890001657870 Date of Analysis / : 22.04.2023
AHaJIHTHYeCKHH oTUeT Ne JlaTa anaau3a

Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2025
JaTta npon3soacTBa TI'ogen no

Analysis performed according ND / Anann3s nposenen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page 7 of 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. / Tlo 10 Tabnetok B
information leaflet in a carton | 6GaucTepe u3 (TTA/AJITID c
pack. / Tlo 10 Ttabnerok B | BmaromoryoruteneM/IIOBIT) ¢oneru //
onucrepe us (MMA/AJV/TID ¢ | (TID/AJ]) donsru. ITo 1 unu 2 Gnvcrepa ¢
Biaronorioturenem/[13BIT) HHCTPYKIMEH N0 NPHUMEHECHUIO B MaykKy
¢onwru // (II2/AJT) doneru. o | xapToHHY1O.

2 Gamcrepa ¢ MHCTPYKLUMEH IO

NPUMEHEHHIO B nayKy
KapTOHHYIO.

16 | Labeling / MapkupoBKa According to ND / B cootBercTBuu ¢ HJJ

17 | Storage conditions / Below 25 °C. / IIpu Temneparype He Bblize 25 °C.

XpaHeHue

18 Shelf life / Cpox roasocTu 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.

* IIpu BBIIYCKE JIEKAPCTBEHHOr0 MPeNapaTa KOHTPOJIb Ka4eCTBa N0 N0KA3aTeJI0
«MHEKpOGHMOJIOrHYeCKasl YHCTOTA» NPOBOAUTCS AJIs Kaxnol 20-0if cepuH, HIIM IS OJHOH CEPHH B rof,
B 3AaBHCHMOCTH OT TOI'0, YTO HACTYNHT paHblile.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

IMpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI 3akmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

llogroroneHo: Ramakant llpoBepeHo: Pardeep Kumar OnobpeHo: Menemkep / Pykosoaurens
: Amit Kumar -

Reprint Date / Reprint Date / Reprint Date /

Hara: 22.04.2023 Jara: 22.04.2023 Jara: 22.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




