Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJI3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpece (keroposak) TableTk, JUcieprupyeMble B 010cTH pra, 10 mr
Batch No / : V2101085 Batch Quantity / : 252.000 KG
Cepns Ne O6bem cepuu
Analytical Report No / : 890001530434 Date of Analysis / : 30.06.2021
AHaTHTHYECKHI oTyeT No Jara ananuza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
HdaTa npon3BoacTBA T'oaen no
Analysis performed according ND / Auanu3 nposenen mo HJL: JI1-004929-011119

Page1of 6/Crp. 1 u3 6

No . -

Ne Test / ITokazareb Results / Pe3yabTaThbl Specification / Hopma

1 Description / OnucaHue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrable, ockue Kpyrbie, niockue Tabl1eTky ¢ packoi,
TabneTku ¢ Hackoi, CBETIIO- CBETNIO-KEJITOrO 1[BETA C IPaBUPOBKOH
KEJITOrO LBETA C TPAaBUPOBKON «l» Ha 0IHOH CTOpPOHE.
«l» Ha OTHOH CTOpOHE.

2 ldentitication / 11oa/1MHHOCTE

Ketorolue £ Kemaponak

a)y ByuUv/
Y®-criekTpohoTOMETPHA

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-criexTpsl
MOITIOLIEHHS UCIIBITYEMOTO PacTBoOpa U
pacTBOpa  CTaHmapTHOro  obOpasua
KETOpOJaka TpPOMETaMHHA  JIOJDKHbI
HUMETh MAKCUMYMBI [IPU OJHO 1 TOH XKe
JUIHHE BOJIHEI (£ 2 HM).

Remarks : The Product conforms to ND/
Iprmeuanue: IIponykT cooTBeTcTBYeT TpeboBanusm HJ

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarororneHo: IIposepeHo: e Ono6peno: Menemxkep / PykoBonurens
Pardeep Kumar ‘ Himesh W Pawan Kumar /?k'

Print Date / Print Date / Print Date / “

TaTa- 30.06.2021 JlaTa: 30.06.2021 Hara; 30,06,2021

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Dxenpece (ketoponak) TabneTky, AucneprupyeMbie B oNocTH pra, 10 mr
Batch No / : V2101085 Batch Quantity / : 252.000 KG
Cepus Ne Oo0bem cepun
Analytical Report No / : 890001530434 Date of Analysis / : 30.06.2021
AHaJHTHYeCKHIT oTueT No Jara ananmusa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
Jata npon3BoacTea I'open no
Analysis performed according ND / Anaaus nposenen no HJI: JII1-004929-011119

Page 2 of 6 / Ctp.2 n3 6

Test / ITokazaTtesn Results / PesynbTaTn! Specification / Hopma

No
No

b) By HPLC/B3XX 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
oootion). / DBpoMms  yacpHBAHMA
OCHOBHOTO MHUKa Ha XPOMATOTPamMMe
UCAWITYEMOTO  pacTBOpa  JOIDKHO
COOTBETCTBOBATH BpeMEHU
YIEPKUBAaHHA OCHOBHOIO TMHMKa Ha
XPOMATOIPAMME pacTBopa
CTaHgapTHOro obpasua KeTopoaaka
TpOMETaMUHA (pazzen
«KomiecTBEHHOE ONpeaeneHue)).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykT cooTBeTcTBYET TpeGoBanusm HJJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Iloarororneno: b IIpoeepeno: Onobpeno: Menemxep / Pykosogurens
Pardeep Kumar :—;L/ Himesh M Pawan Kumar g

Print Date / Print Date / Print Date /
Jlara: 30.06.2021 Jara: 30.06.2021 Jara: 30.06.2021
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Dkcnpecc (keToposiak) TabneTku, JHCeprupyeMble B I0J0CTH pTa, 10 mr
Batch No / : V2101085 Batch Quantity / : 252.000 KG
Cepnsa Ne O0bem cepun
Analytical Report No / : 890001530434 Date of Analysis / : 30.06.2021
AHaJIHTHYECKHUI oT9eT No Jarta anaamsa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
Jdara npou3BoacTsa T'open no
Analysis performed according ND / Anasu3 nposeaen mo HJI: JI[1-004929-011119
Page3 of 6/ Ctp.3 136

i.? Test / ITokazaTens Results / Pe3yabTaThl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanummnooTL butylhydravyanienle  peaks  nn  the
OYTHITHAPOKCHAHHN30 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
("Butylhvdroxvanisole content”
scction). / Bpomona  yIOpXHDAIIHS
NHMKOB 2-OYTHIITMAPOKCHAHU30Ma N
3-0yTIITHAPOKCHAHHU30TIA Ha
XpoMaTorpaMme HICTIBITYEMOTO
pacTroOpa  JTOTNKHBI COOTBETCTBORATh
ppeMeniaM  yAep:KHBAaHHA MIKOB
2-0yTHNTHIPOKCHAHH30/18 7
3-6yTunruapokcuaHusona Ha
XpoMaTorpamMmme pacreopa
CTaHApTHOTO obpasua
OyTHITMPOKCHAHH30MIA (pasmen
«CopepxaHne
OyTHITMAPOKCUAHM301a»).

4 Average weight / Cpeausis 68.2 mg / 68.2 Mr 67.2 mgto 72.8 mg (70.0 mg £ 4.0 %)./
Macca Ot 67,2Mr o 72,8 Mr (70,0 Mr+ 4,0 %).
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOpOAHOCTH MacChl 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He 6Gonee = 10 %
2/20 Tabnetok — He 6onee = 20 %
Remarks : The Product conforms (o ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoaroromneHo: IIposepeno: ——1 | Omobpeno: Menemxep / Pykosonurens
Pardeep Kumar C\f’:’ Himcsh Kumar S_,-/’) Pawan Kumar g
Print Date / Print Date / Print Date / '
Jara: 30.06.2021 Hara: 30.06.2021 Hara: 30.06.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
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Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Dkenpece (keroponak) TabaeTKy, JUCIeprupyemMble B HOJOCTH pTa, 10 Mr

Batch No / : V2101085 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun

Analytical Report No / : 890001530434 Date of Analysis / : 30.06.2021
AHaJHTHYecKHIi oTyeT Ne JlaTa anaym3a

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
Jarta nponssoacrsea T'oxen no

Analysis performed according ND / Anasu3 nposegen nmo HJI: JII1-004929-011119

Page4of 6/ Ctp. 413 6

]}? Test / loxkazaTean Results / PesynLTatLi Specification / Hopma
5 Nisintegeation time / 00 min 26 ran /00 w26 caw Mat mara than } min / TTe Qanee 3 pmm
Pacnagacmocts
6 Dissolution / PacTBopenne Unuit-1 / labn-1 10/ % Not less than /5% () ot
. Ci15sH13NO3+CsH | INOs (ketorolac
= - 0
Unit-2 / Ta6n-2 102 % tromethamine) in 15 min / He MeHee
Unit-3 / Ta61-3 98 % 75% (Q)  CisHisNO3*CsHiiNOs
KeTopoJlaKa OMETaMHH yepes
Unit-1 / Ta6in-1 g | SO & )
Unit-5 / Tabn-5 104 %
Unit-6 / Tadn-6 98%
7 Fineuess of Dispersion/ Conplies / CoOTBeTCTBYET A uniform suspcnsion passing through a
JucmepcHocTs 710 pm gicve i formod. / OGpasyoron
NTHANNTHAY CYCTIRHRWA, TINOXONFITTAS
C¥BRN3IL CHTO r\ﬂ’”\ﬂf‘pnM ﬂTnF‘pPTTJﬁ
710 MKM.
8 Related impurities / PoacTeeHHble NpuMecH
ketorolac 1-hydroxy analog / BDL (Disregard Area 965) Not more than 0.5 % / He 6onee 0,5 %
1-rugpokcuaHanor
KETOpOJIaKa
ketorolac 1-keto analog/ 0.12% Not more than 0.5 % / He 6onee 0,5 %
1-keToaHanor KeTopoJaKa
Any unidentified impurity / 0.04% Not more than 0.5 % / He bonee 0,5 %
eAMHHIHASL
HerOeHTU(HIMPOBAHHASL
DpHUMEChH

Remarks : The Product conforms to ND/
Ipumeyanue: [IpoaykT cooTBeTcTBYeT TpebopanusM HJL

Conclusion : APPROVED /
Zakawuenne: OJJOBPEHO

JHara: 30.06.2021

Jara: 30.06.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: [Iposepeno: Opnobpeno: Menemxkep / PykoBoaurens
Pardeep Kumar ‘—c‘[, - HimeshM Pawan Kumar gi

Print Date / Print Date / Print Date / J

Hara: 30.06.2021
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Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Oxcerpecc (keToposiak) TabNeTkH, MCIeprupyemsle B N0N0CTH pTa, 10 Mr
Batch No / : V2101085 Batch Quantity / : 252.000 KG
Cepnsa Ne Oo6bem cepuu
Analytical Report No / : 890001530434 Date of Analysis / : 30.06.2021
AHATHTHYECKHH 0TYeT Ne Jarta anaanza
Date of Manufacture / : Jun-2021 Date of Expiry/ : May-2023
JaTa npou3BoAcTBa T'onen oo
Analysis performed according ND / Ananus npoeeaen no HJI: JI1-004929-011119

Page Sof 6 / Ctp. S u3 6

1}3 Test / [ToxasaTeanb Results / Pe3yabTaThl Specification / Hopma
Total impurities / 0.2% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceif

9 Water / Bona 2.0% Not more than 7.0% w/w /

He 6onee 7,0 %

10 Residual solvents by GC/ QcTaTounRIe OPrannyeckKue PACTROPHTENH

Isopropyl alcohol /
H3zonponaHon

17 ug/Tab

Not more than 350 pg/tab /
He fonee 350 MxT B TAOTETKE

11 Microbial enumeration tests /

MukpoduoJioruyeckast YuCToTa

Count / O61iee yucno
a9pOOHBIX MUKPO-
OpraHu3MoB

a) Total Aerobic Microbial

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

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

b) Total Combined Yeast

YHUCIO APOXKIKEBBIX U
TUIECHEBBIX IPHOOR

and moulds count / O6miee

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

Not more than 100 CFU/g /
He Gonee 100 KOE/r

¢) Escherichia Coli

Absent in 1 gram /
OrcytctByeTB 1T

Shell be absent in 1 gram /
OtcyrcTBHE B 1 T

12 | Uniformity of dosage units /

OnHOpOIHOCTL
J03UPOBAHHA

10.9

Acceptance value (AV) not more than
15.0 / IIpuemouHoe 3HayeHue (AV) He
6onee 15,0.

Remarks : The Product conforms to ND/
IMpumeuanue: [TpoxykT cooTBeTcTBYET Tpebopanusam HJL

Conclusion : APPROVED /
3akiarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosieHo: > IIpoBepeHo: Onobpeno: Menemxkep / Pykosonurens
Pardeep Kumar ! Himesh M Pawan Kumar g

Print Date / Print Date / Print Date / f

Hara: 30.06.2021

Jara: 30.06.2021

Jata: 30.06.2021
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Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dkcnpecc (keToposak) TaGNeTKH, JUCHeprupyeMble B OJIOCTH pTa, 10 mr
Batch No / : V2101085 Batch Quantity / : 252.000 KG
Cepus Ne Obwem cepun
Analytical Report No / : 890001530434 Date of Analysis / : 30.06.2021
AHaguTHyecKHi oTeT Ne JlaTa ananuza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
JlaTa mpou3BOACTBA I'open mo '
Analysis performed according ND / Anann3 nposenen no HJI: JI[1-004929-011119

Page 6 of 6/ Ctp. 6 u3 6

1;.‘? Test / IlokazaTennb Results / PesynabTaThl Specification / Hopma
13 Assay / KonnuecTBeHHOe 9.8 mg /9.8 mr From 90mg to 11.0mg of
onpeneaeHye (97.7 %) CisH13NO3+C4H1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pale] 1 1,0 Mr C15HI3NO3'C4H| 1NO3
(keroponaka Tpomeramun) (ot 90,0 no
110,0 % oT 3adRNEHHOTO KOMTUUYECTRA) R
TabaeTke
14 Butylhydyoxyanisole 0.0891 mg/tab / Mot lcge than 0.042 mg/tab /
content / Conmep:kanme 0.0894 mr B Tabnerke He menee 0,042 mr B Tabnerke
OYTHIITHAPOKCHAHN301a
15 | Package/ Yunaxkoska 10 tablets in a Dblister of | 10 tabletsin a blister of " A/AL/PLE 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
imformation leaflet in a carton | Tabnetok B Onuctepe u3 (JIA/AJI/IID ¢
pack. / Ho 10 -Tabnerox B | Bnaromoriorurenem/II3BI) donwru //
Gnaucrepe w3 (ITA/AJV/IID ¢ | (IIS/AJ]) donsru. Io 1 mwiu 2 6nucrepa
snaronornoruresnem/I12BIT) C HHCTpYKLMEH II0 IPUMEHEHHIO B
doneru // (I13/AJ]) doneru. I[lo | nadky KapTOHHYIO.
2 Omucrepa ¢ MHCTPYKLMEH IO
MPUMEHEHHIO B navky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBetcTBHH ¢ H/]
17 | Storage conditions / Below 25 °C. / Ilpu temniepaType He Bblle 25 °C.
XpaHenue
18 Shelf life / Cpok roanocTu 2 years / 2 roga

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Zakiawuenue: OJOGPEHO

Prepared by /
IToarorosneno:
Pardeep Kumar

Checked by /
IIposepeno:

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

L —
HlmeshW Pawan Kumar

Print Date /
JHara: 30.06.2021

Print Date /
JHara: 30.06.2021

Print Date /
Jata: 30.06.2021
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