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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

CEPTH®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Jkcnpece (keToponak) TableTKH, AUCIeprupyeMsle B NOI0CTH pTa, 10 mr

Batch No / : V2200749 Batch Quantity / : 36,00,000 tab /
Cepus Ne 0O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001587579 Date of Analysis / 27.04.2022
AnanuTHYecKHii oTyeT Ne JlaTa ananuza

Date of Manufacture / 1 April.2022 Date of Expiry / Mar.2024
JaTta npon3BoacTBa T'open go

Analysis performed according ND / Anann3s nposeaen no HJL:
JI1-004929-011119 (amend Nel from 27.12.2021 / usmeneune Nel or 27.12.2021)
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Y ®-cnexktpodoToMeTpus

1;.00 Test / [lokazaTennb Results / PesyabTaThl 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. / Kpyrislie, nnockue Kpyribie, mrockne TabneTku ¢ packoi,
TabneTky ¢ Gpackoii, CBETNO- CBETJIO-XKENTOrO LBETA C IPaBUPOBKOM
KEJITOTO LIBETa C FPaBUPOBKOM «» Ha OZTHOM CTOpOHE.
«» Ha OJHOH CTOpOHE.
2 Identification / [lognunHoOCTH
Ketorolac / Kemoponak
a) ByUv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / VY®-cnektpst
MIOTJIONIEHUs UCIIBITYEMOTO pacTBopa U
pacTBopa  CTaHAApTHOIro  obpasua
KETOpoJiaka TpOMETaMHUHA  JOJIKHBI
HUMETb MAaKCUMYMBI [IPH OAHON U TOM ke
JUTHHE BOMHEI (+ 2 HM).

Remarks : The Product conforms to ND/
[Tpumeuanue: [Ipoaykr cootBercTByeT Tpebopanusam HJI

Conclusion : APPROVED /
3akmrouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Ankit

E -

Checked by /
Iporepeno: Naresh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemiep / PykoBozures

Manoj Kumar ¥ Llﬁ’{“/(—'

Reprint Date /
Hara: 27.04.2022

=
Reprint Date /

Jlara: 27.04.2022

Reprint Date /
Jara: 27.04.2022

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Dkcnpecc (keToposiak) TableTkH, AUCIeprupyemble B MoJ0CTH pra, 10 Mr

Batch No / : V2200749 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O6BbeM cepuu 36,00,000 Tab
Analytical Report No / : 890001587579 Date of Analysis / 27.04.2022
AnanuTHYecKHii oTueT Ne JlaTra anananza

Date of Manufacture / : April.2022 Date of Expiry / Mar.2024
JdaTta npou3BoacTBa T'ogen no

Analysis performed according ND / Auanus nposegen mo H/L:
JIII-004929-011119 (amend Nel from 27.12.2021 / namenenue Nel ot 27.12.2021)
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No

Test / [Toka3zaTeab
Ne

Results / Pe3yabrathl

Specification / Hopma

b) By HPLC / BDXKX

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 yaepKHBaHHA
OCHOBHOTO MHKa Ha XpOMarorpamme
UCOBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATb BpeMeHU
yOCp)KUBAaHHS OCHOBHOTO [MKAa Ha
XpoMaTorpamme pacTBopa
CTaHOapTHOrO obpasla KeTopoJaka
TpOMeTaMHHa (paznen

«Konu4ecTBEHHOE ONpPEIEeHHEN).

Remarks : The Product conforms to ND/
Ilpumeuanue: [IponykT coorBercTByeT TpeboBanusaM HJJ

Conclusion : APPROVED /
Saxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrotosneno: Ankit IIpoeepeHo: Naresh Kumar Ono6peno: Menemxkep / PykosoauTeiib
) [ Manoj K Fel) |
@/. U/ noj Kumar h_n;,gcf,(/
Reprint Date / Reprint Date / Reprint Date /
Hara: 27.04.2022 Hara: 27.04.2022 Hara: 27.04.2022
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CEPTHO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkcnpece (keToposiak) TabeTku, TUCeprupyeMble B [oJIOCTH pra, 10 Mr

Batch No / : V2200749 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001587579 Date of Analysis / : 27.04.2022
AnanuTH4yeckuii oTuet Ne JlaTa anaausa

Date of Manufacture / ¢ April.2022 Date of Expiry / : Mar.2024
Jlara mpou3BoACcTBA T'onen xo

Analysis performed according ND / Auamu3 nposenen mo HJI:

JIII1-004929-011119 (amend Nel from 27.12.2021 / msmenenne Nel ot 27.12.2021)
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§.00 Test / Iloka3zaTenb Results / Pe3yabTaThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoxnnuHOCTH butylhydroxyanisole peaks on the
OYTHATUAPOKCHAHU30JT 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). / DBpemena ynepxuBaHus
MUKOB  2-OyTUITUAPOKCUAHHU3ONA U
3-0yTUATHAPOKCHAHH30JIA Ha
XpOMaTorpamme HCIBITYEMOTO
pacTBopa JAOJDKHBI COOTBETCTBOBATH
BpeMeHaM YAEpXKHUBAHUA MUKOB
2-0y TUNATHIPOKCHAHH30JIa U
3-6yTWIrHApPOKCHaHU30J1a Ha
XpoMaTorpaMmme pacTBOpa
CTaHEapTHOTO oOpasua
OYTHITHAPOKCHAHU30IA (pazmen
«ConepxaHue
Oy TUITHAPOKCHAHH30Ia»).
4 Average weight / Cpennss 70.1 mg/ 70.1mr 67.2 mg to 72.8 mg (70.0 mg £4.0 %)./
Macca Ot 67,2 mr no 72,8 Mr (70,0 Mr£4,0 %).

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

IIpumeuanue: [IponykT cooTBeTcTBYET TpeboBaHusam HJJ 3akawuenne: OJJOBPEHO

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

IToarororaeHo: Ankit IIporepeno: Naresh Kumar OpnobpeHo: Menemxep / Pykogoanrens
@ (.U/ 1 Manoj Kumar Bj M

Reprint Date / Reprint Date / Reprint Date /

Hata: 27.04.2022 Hara: 27.04.2022 Hara: 27.04.2022

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:
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CEPTUOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Jkcnpece (keToponak) TableTKH, AUCIEprUpyeMble B MOJIOCTH pTa, 10 Mr

Batch No/ : V2200749 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6bem cepun 36,00,000 Tab
Analytical Report No / : 890001587579 Date of Analysis / 27.04.2022
AnaguTHdecKuH oT4yeT No Jara ananan3a

Date of Manufacture / : April.2022 Date of Expiry / Mar.2024
Jara npousBoacTBa T'ogen mo

Analysis performed according ND / Ananu3 nposeaen mo HJI:
JII-004929-011119 (amend Nel from 27.12.2021 / namenenue Nel ot 27.12.2021)
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1}00 Test / [TokasaTenb Results / PesyabTaTsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTRYET 18/20 tablets - not more than = 10 %
OaHOpOAHOCTL Maccehl 2/20 tablets - not more than + 20 % /

18/20 Tabrerok — He Gonee + 10 %
2/20 tabnetok — He 6onee + 20 %
5 Disintegration time / 46 sec/ 46 cex Not more than 3 min / He 6onee 3 muu
Pacnapaemoctb
6 Dissolution / PacrBopenue Unit-1/ Ta6n-1 98% Not less than 75% (Q) of
. Ci15sH13NO3C4H; 1 NO; (ketorolac
=) - 0,
aiires Tagnse L tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 103% | 75% (Q  CisHisNOs*CsH1iNOs
. : (xeToponaka  TpoMeTaMMH)  4epe3
Unit-4 / Tabn-4 103% 15 MuH
Unit-5 / Tabn-5 102%
Unit-6 / Tabn-6 102 %
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / Obpa3zyercs
OJHOPOfHAs CYCNIEH3Ms, NPOXOAsInas
CKBO3b CUTO C pa3MepoM OTBEPCTHiA
710 MKM.

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt cooTeeTcTBYET TpeGosanuaM HJI

Conclusion : APPROVED /
3axarouenne: OJOGBPEHO

Prepared by /
ITonrorosneno: Ankit

=

Checked by /
IIpoBepeno: Naresh Kumar

Approved by: Manager/Executive /
Opnobpeno: Menenxep / Pykosoaurens
Manoj Kumar i«

St

Reprint Date /
Hara: 27.04.2022

Reprint Date /
Hata: 27.04.2022

Reprint Date /
Jara: 27.04.2022
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon® Dkcnpecc (ketoponak) TabneTky, AUCIIEPrupyeMble B N0J0cTH pra, 10 Mr

Batch No / : V2200749 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O6beM cepuu 36,00,000 Tab
Analytical Report No / : 890001587579 Date of Analysis / 27.04.2022
AHaJuTHYECKHH 0TYeT No JaTta aHann3za

Date of Manufacture / : April.2022 Date of Expiry / Mar.2024
JaTa npou3BOACTBA T'oaen no

Analysis performed according ND / Anannz nposeaen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)

Page Sof 7/ Crp. Suz 7

8 Related impurities / PoacTeennbie npumecu
ketorolac 1-hydroxy analog / Below limit of Detection Not more than 0.5 % / He 6onee 0,5 %
1-ruppoKcHananor (LOD:0.0010%)
KeTopoJaka
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-xeToaHaor KeTopoaka
0.04 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eAMHUY HAS
HeUIEeHTH(ULUPOBAHHAS 0.04%
IIpUMeECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceit
9 Water / Bona 2.1% Not more than 7.0% w/w /
He 6onee 7,0 %
10 Residual solvents by GC/ OcTtaTouHble opranM4eckie pacTBOPHUTEIH
Isopropyl alcohol / 2 pg/tab / 2 pg/tab Mkr B Not more than 350 pg/tab /
H3onponanon Tabnerke He 6onee 350 mkr B TabneTke

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykr cootBercTByer Tpedosanusam HJL

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ankit IIpoeepeno: Naresh Kumar OnobpeHo: Menemxep / PykoBogurens

3 o R
Reprint Date / Reprint Date / Reprint Date /

Hara: 27.04.2022

Jara: 27.04.2022

Harta: 27.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CEPTHOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxkr: Keropon™ Dxenpece (ketoponak) TabneTkH, AMCIEeprupyeMeIe B IIOIIOCTH PTd, 10 Mr

Batch No / : V2200749 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepHH 36,00,000 Tab
Analytical Report No / : 890001587579 Date of Analysis / : 27.04.2022
AHamaTayecknii oTueT Ne Jarta ananmnsa

Date of Manufacture / : April.2022 Date of Expiry / : Mar.2024
JlaTa npou3BoOACTBA T'oxen xo

Analysis performed according ND / Ananns nposenen no HJ/L:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)
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11 Microbial enumeration tests / MukpoGuoaornieckast 4ucToTa*

a) Total Aerobic Microbial
Count / Obuee yucno
a3poOHBIX MUKPO-
OPTaHH3MOB

Less than 10 CFU/g /
Memnee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast
and moulds count / Obwiee
YKCNO APONOKEBBIX U
IUIECHEBBIX I'PHOOB

Less than 10 CFU/g /
Memnee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

OnHopoaHOCTb
JA03UpPOBaAHUSA

c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCYTCTBYET OtcyrcTBue B 1 T
12 Uniformity of dosage units / 4.8 Acceptance value (AV) not more than

15.0 / Tlpuemounoe 3HaueHue (AV) He
6onee 15,0.

13 Assay / KonudecTBeHHO€
ompeaeeHne

10.0 mg / 10.0 Mr
(100.4 %)

From 9.0mg to " 11.0mg of
Ci15H3NO3°C4H|1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr no
11,0 mr C15sH13NO3*C4H1NOs
(keToponaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3asBJIEHHOTO KONHUYECTBA) B
TabneTke

14 | Butylhydroxyanisole
content / Conepxanune
OYTHJITHAPOKCHAHMU30/12

0.0962 mg/tab /
0.0962 Mr B Tabnerke

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

Remarks : The Product conforms to ND/
ITpumeyanue: [Ipoaykr cooTeercrayet Tpedosannam HJI

Conclusion : APPROVED /
Zaxnwuenne: OJOBPEHO

Prepared by /
TMoarotoeneno: Ankit

=

Checked by / Approved by: Manager/Executive /
IMpoBepeno: Naresh Kumar Onobpeno: Menemxkep / Pykosoautens

@ : Manoj Kumar }}g . ’ML/

o

Reprint Date /
Hara: 27.04.2022

Reprint Date / Reprint Date /
Hata: 27.04.2022 Jara: 27.04.2022

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTHO®HKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hpoaykr: Keropon” Dkenpece (keToponak) TableTk, AMCHEPrupyeMbIC B TIOJIOCTH pTd, 10 Mr
Batch No / : V2200749 Batch Quantity / : 36,00,000 tab/
Cepus Ne O0beM cepuH 36,00,000 Tab
Analytical Report No / : 890001587579 Date of Analysis / ¢ 27.04.2022
AHanuTH4YecKHii oT4yer No Jara anainsa

Date of Manufacture / : April.2022 Date of Expiry / : Mar.2024
JlaTa mpon3BoACTBA Toxen a0

Analysis performed according ND / Ananus nposenen no HJL:

JII1-004929-011119 (amend Nel from 27.12.2021 / u3amenenue Nel ot 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. / ITo 10 TabneTok ®
information leaflet in a carton | Guucrepe u3 (TTA/ATV/ITD c
pack. / Tlo 10 Tabnerox B | Biaromornorutenem/IIOBII) doneru //
enuctepe w3 (TTA/AJITID ¢ | (IID/AJT) donbru. ITo 1 wim 2 6aucTepa ¢
sraronorjoruteneM/I123BIT) HHCTPYKLMEH MO NPUMEHEHHIO B MaykKy
dossru // (IT3/AJ]) doneru. ITo | KapTOHHYIO.

2 OnucTepa ¢ MHCTPYKLUEH IO

MPUMEHEHUIO B HavyKy
KapTOHHYIO.

16 Labeling / MapkupoBska According to ND / B cootsercTBun ¢ HJ{

17 | Storage conditions/ Below 25 °C. / ITpu Temnepatype He Bbile 25 °C.

XpaHenue

18 Shelf life / Cpok roanocTH 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.

* [lpu BBIMYCKeE JEKAPCTBEHHOTO NMPENapaTa KOHTPOJIb KauecTBa Mo NoKa3aTe o
«MHKpOGHOIOrHYecKast YHCTOTA» MPOBOAHTCS sl KAKAOH 20-0fi cepHH, HJIH AJISA O/IHOii cepHH B roj,
B 3aBUCHMOCTH OT TOr'0, YTO HACTYIIHT PaHbIIE.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanne: [IpoaykT cootBetcTyeT Tpedopanuam HJL 3akmouenune: OJTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Ankit [Tpoeepero: Naresh Kumar Ono6peHo: Menemxep / Pykosoaurens

@ M Manoj Kumar i M&U L( .'

L S

Reprint Date / Reprint Date / Reprint Date /
Jara: 27.04.2022 Hara: 27.04.2022 Jara: 27.04.2022
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