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

CERTIFICATE OF ANALYSIS vill. Khol, Nalagarh Road, Baddi,

CEPTUOUKAT AHAJIM3A Distt. Soian, H.P., 173 205, INDIA

Tal - +61 68166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg  www.drreddys.com
IpoayxT: Ketopon” Dkcnpecc (keToposiak) TaB/IeTKH, JAMCTIeprHpyeMbIe B oiocTu pra, 10 Mr
Batch No / : V2200236 Batch Quantity / : 251.850KG
Cepus Ne O6beM cepHH

Analytical Report No / : 890001574699 Date of Analysis / : 22.02.2022
AHaJHTHYeCKHI oT4eT Ne JlaTa aHaam3a

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa mpoH3BOACTBA T'onen o

Analysis performed according ND / Anau3 npoBeieH mo HJI: JI[1-004929-011119

Page1 of 6/Crp. 1136

No

V®-criekTpodoTOMETPHA

N Test / [TokasaTensb Results / Pe3yabTaThl 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. / Kpyrinele, nockue Kpyruible, MIOCKKE TabJIeTKH C tackoH,
tabneTk ¢ packom, CBETIO- CBETJIO-KEJITOTO 1IBETa C IPaBHPOBKOM
KEJITOr0 LBETA C rPaBHPOBKOM «!» Ha OJJHOH CTOPOHE.
«l» Ha OJTHOU CTOPOHE.
2 Identification / [lop1MHHOCTD
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). / Y®-cuekTpsl
TIOTJIOLIEHHA HCIIBITYEMOTO pacTBopa 1
pacTBOopa  CTaHjapTHOTo  0Gpasua
KeToponaka TPOMETaMMHA JOJDKHbI
AMETb MaKCHMYMBI [IPH OIHOM U TOH ke
[UTHHE BOJHBI ( 2 HM).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanue: IIpoayKT COOTBETCTBYET TpeboBanuam HJ{ 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIposepeHo: Ono6peno: Meunekep / PykoBoanTens
Ankit A Himesh %niag/) Abhishek Chauhan L

Print Date / Print Date / Print Date /

Hara: 22.02.2022 JMara: 22.02.2022 Iara; 22.02.2022

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: L85195AP1984PLC0O04507

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

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTHOUKAT AHAJIU3A Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ‘:\;vw_zi:r;é J ;‘ _Joh'r:u i
Mpoxyxt: Keropon” Dkenpece (keToposiak) TadJeTKH, HCIEPrupyeMbIC B M10JI0CTH pTa, 10Mr
Batch No / : V2200236 Batch Quantity / : 251.850KG
Cepusn Ne O06beM ceput
Analytical Report No / : 890001574699 Date of Analysis / : 22.02.2022
AHAJIMTHYECKHH oTyeT Ne Jlara apaaH3a
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JiaTa mpoH3BOACTBA Togen oo
Analysis performed according ND / Anayin3 mposejiex no HJI: JI1-004929-011119

Page2of 6/Crp. 213 6
1}2 Test / [TokazaTenb Results / PesynbTarsl 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 ynepxuBaHHA
OCHOBHOTO [IHKa Ha XpoMaTorpamme
UCTIBITYEMOTO ~ pacTBopa  HOIDKHO
COOTBETCTBOBATh BpEMEHH
yAEpKHUBaHUS OCHOBHOrO IMKa Ha
XpOMaTOrpamMme pacTteopa
CTaHJapTHOIO KETOpOJIaKa
TpOMETaMHHa (pazmen
«KONMM4eCTBEHHOE ONPE/IEIEHHE).

obpasia

Remarks : The Product conforms to ND/

[pumeyanue: [lpomyxT coorsercTByeT TpeGosannam HJ

Conclusion : APPROVED /
Baxmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosseHo: [pogepeHo: ___| Onobpeno: Menemxep// Py}{f,il OJUTENb
Ankit @ Himesh Kumar ' Abhishek Chauhan — /B

Print Datc / Print Date / Print Date / )

Iara: 22.02.2022 Hara: 22.02.2022 JNara: 22.02.2022
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Dr. Red dy,s Q.... Eormulation Unit-6

CERTIFICATE OF ANALYSIS Vill. Khot, Nalagarh Road, Baddi,

CEPTHOUEKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg V\;CWW_(;]:;; d;; ;oun:“ o
Ipoaykr: Keropon™ Dkenpecce (xeToponak) TabneTku, ANCeprupyembIe B MOJIOCTH PT4, 10 Mr
Batch No / : V2200236 Batch Quantity / : 251.850KG
Cepus Ne O6nem cepun
Analytical Report No / : 890001574699 Date of Analysis / : 22.02.2022
AHaIHTHYCCKHH oTaeT N2 JlaTa anaausa
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa Npon3BOACTBA Tonen oo
Analysis performed according ND / Apanu3 npoBeien no HJI: JIT1-004929-011119 B
Page 3 of 6/ Ctp. 3 3 6
1;.? Test / [TokasaTesb Results / Pe3yabTaThl Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MMoaIMHHOCTE butylhydroxyanisole peaks on the
6y THArHAPOKCHAHH30I 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 yHepXUBaHMA
nukoB  2-6yTWITHAPOKCHAaHH30Ja U
3-6yTHITHAPOKCHAHU30JIA Ha
XpoMaTorpamme UCTIBITYEMOT O
pacTBopa JOIDKHBl ~COOTBETCTBOBATH
BpeMeHaM yIepKUBaHKA ITUKOB

2-6yTHIrHAPOKCHAHH30JIA U
3-6yTUIrHAPOKCHAHHU30JIA HA
XpOMaTorpamme pacTBOpa
CTaHAapTHOTO obpasua
GyTHITHAPOKCHAHU30]1a (pasmen
«ConepxaHue
6yTUITHAPOKCHAHHM30TIAN).

4 Average weight / Cpeausist 70.0 mg / 70.0 Mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
Macca Ot 67,2 Mr 10 72,8 Mr (70,0 Mr+ 4,0 %).
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than £ 10 %
OnHOPOIHOCTB MACCHI 2/20 tablets - not more than + 20 % /

18/20 Ttabnetox — He Gomee + 10 %
2/20 Tabnerox — He Gomnee + 20 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpnmeuanue: [IpoAyKT COOTBETCTBYET tpebosanuam HJI 3axmovenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToAroTOBACHO: IpoeepeHo: Onobpeno: Menemxep / Pykopoautes
Ankit [A ‘ Himesh Kumar | Abhishek Chauhan f{ el

Print Date / Print Date / Print Date /

HNata: 22.02.2022 Jlara: 22.02.2022 Jlara: 22.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaii: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddj,
CEPTHO®HKAT AHAJIM3A Distt. Soian, H.P., 173 205, INDIA

Tel: 401 Q2166 56001.02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg  www.drreddys.com
HponykT: Keropon" Dkenpece (keToposiak) TadneTky, AUCIEPrHPYEMBIE B IIOJIOCTH PTa, 10 mr

Cepusn No

Batch No / 1 V2200236 Batch Quantity / : 251.850 KG

O6neM cepuH

AHanuTHYECKHH oTueT No

Analytical Report No / : 890001574699 Date of Analysis / 1 22.02.2022

Jara ananusza

JdaTta npounsBoacTBa

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023

Tonen go

Analysis performed according ND / Ananus nposenen no H/L: JI1-004929-011119

Page40f6/Crp. 4u3 6
i:) Test / IlokasaTeb Results / PesynbTaThl Specification / Hopma
S Disintegration time / 00 min 21 sec / 00 muH 21cek Not more than 3 min / He 6onee 3 mun
PacnagaemocTh
6 Dissolution / PacTBopenue Unit-1/ Tabn-1 99% Not less than 75% (Q) of
X C15sH13NO3°C4H 1 NO; (ketorolac
Unit-2 / Ta6x-2 102% tromethamine) in 15 min / He MeHee
Unit-3 / Tabn-3 97% 75% (Q)  CisHisNO3*C4Hi1NOs
. . (keTopoyiaka  TPOMETaMMH)  4epe3
Unit-4 / Tabn-4 96% GsmmE
Unit-5 / Tabx-5 98%
Unit-6 / Ta6u-6 97%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JAucnepcHocTh 710 um sieve is formed. / O6pasyercs
OJIHOpOIHAS CYCIEH3MsA, OpOXoJsiias
CKBO3b CHTO € pPa3MepoM OTBEPCTHH
710 MKM.
8 Related impurities / PoacTBeHHbIe TPUMECH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6omnee 0,5 %
1-rupgpokcuaHanor
KeTopoJaka
ketorolac 1-keto analog/ 0.04% Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaNor KETOponaxa
Any unidentified impurity / . Not more than 0.5 % / He 6oxnee 0,5 %
eIMHUYHAs 0.03%
HeHIeHTUPUIMPOBAHHAS
pUMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [Ipoaykr cooteercTByeT Tpebosanusm HJI 3axmoyenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IlonroToBieHO: IIpoBepeno: ___| Ono6peno: Menemxep / Pykosofinrens
Ankit ( A HimeshW Abhishek Chauhan /‘/ e
2 .‘.' - {‘;’
Print Date / Print Date / Print Date /
Jara: 22.02.2022 Hara: 22.02.2022 JHara: 22.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91
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www.drreddys.com



Dr.Reddy’s Q‘:'

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

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTHO®UKAT AHAJTU3A Distt. Solan, H.P.,, 173 205, INDIA
Tel : 201 92166 S6001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg  www.drreddys.com
Hpoayxr: Keropon™ Dxenpece (keToposak) TadneTky, AHCNIEPrUPyEMBIE B MOJIOCTH PT4, 10 mr
Batch No / : V2200236 Batch Quantity / : 251.850KG
Cepust Ne O0nem ceplin
Analytical Report No / : 890001574699 Date of Analysis / + 22.02.2022
AHannTHYecKHil oTyeT Ne Jara anaaunsa
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTa npon3BoJAcTBa Tomen no
Analysis performed according ND / Ananns nposenen mo HJL: JIIT-004929-011119

PageSof 6/ Crp.Smn3 6

i.:) Test / Iloka3aTesb Results / PesyabTaTsl Specification / Hopma
Total impurities / 0.07% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecei

9 Water / Bona 2.1% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble opraHuyeckue pacTBOpUTEIH

Isopropyl alcohol /
Hzomnponanon

Spug/Tab

Not more than 350 pg/tab /
He 6onee 350 MKr B TabieTke

11 | Microbial enumeration tests / MukpoGuonornieckasi Y4McToTa

a) Total Aerobic Microbial
Count / Ob1uee 9ucio
a3pOOHBIX MUKPO-
OpraHu3MoB

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

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

b) Total Combined Yeast
and moulds count / O61mee
YHCITIO IPOXOKEBBIX U
IJIECHEBBIX IpubOB

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

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

¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTcyTCTBYET OtcyTcTBHE B 1 T
12 | Uniformity of dosage units / 6.2 Acceptance value (AV) not more than

OaxopoaHocTh
JD03UPOBaHHSA

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

Remarks : The Product conforms to ND/

[Mpumeuanue: Ipomykt cootBeTcTBYeT TpeboBanusM H/JI

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarotorieno: IIpoBepeHo: Ono6peno: Menemxep / Pykosguurenb
Ankit 78 Himesh M Abhishek Chauhan { =

L=~ — > "
Print Date / Print Date / Print Date /
Jara: 22.02.2022 Jara: 22.02.2022 Jara: 22.02.2022
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,

CEPTHO®HUKAT AHAJIM3A

Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
ITpoayxr: Keropon® Dkenpecc (keToponak) TabieTku, AMCNIEPrHpyeMbIe B MOIIOCTH pTa, 10 mMr
Batch No / : V2200236 Batch Quantity / : 251.850 KG
Cepusi Ne O0BbeM cepHH

Analytical Report No / : 890001574699 Date of Analysis / : 22.02.2022
AHaNHTHYECKHI 0TdeT No Jara anayusa

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa NpoH3BOACTBA T'onen no

Analysis performed according ND / Auanus nposeaen no HJL: JII1-004929-011119

Page 6 of 6 / Ctp. 6 u3 6

No

N Test / Iloka3zaTennb

Results / PesyabTaThl

Specification / Hopma

13 | Assay/KoaunuecrBeHHoe
onpeneeHue

9.8 mg/9.8 Mmr
(98.4 %)

From 90mg to 11.0mg of
C15H13NQO3C4H 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
pils] 11,0 Mr C[5H13NO3'C4H1 1NO3
(xeroponaka tpomeramuH) (ot 90,0 mo
110,0 % OT 3asBJEHHOTO KONHYECTBA) B
TabneTke

14 Butylhydroxyanisole
content / CoaepxkaHue
Gy THITHAPOKCHAHU30J1A

0.0967 mg/tab /
0.0967 mr B TabieTke

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

15 | Package/ YnakoBka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
6mucrepe w3 (IMA/AJITID ¢
piaronornotuteaem/I19BII)
¢oneru // (II3/AJT) doneru. Tlo
2 6nuctepa ¢ UHCTPYKLMEH IO
NPHAMEHEHUIO B navyKy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1
or 2 blisters with patient information
leaflet in a carton pack. / Ilo 10
tabnetok B 6nuctepe u3 (ITA/AJVIID ¢
sraronornotutenem/[I3BIT) doneru //
(13/AJT) ¢onsru. o 1 uma 2 Gnucrepa
C MHCTpYKUMe#d 1o TNPUMEHEHHIO B
NaYKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B coorsercTBuu ¢ HJ|

17 | Storage conditions /
XpaHeHue

Below 25 °C. / Ilpu Temneparype He Boiuze 25 °C,

18 Shelf life / Cpok rogHocTH

2 years /2 roja

Remarks : The Product conforms to ND/
Ipumeuanne: TIPOAYKT COOTBETCTBYET TPeOOBAHMUAM HI

Conclusion : APPROVED /
3axmwouenne: OJJOBPEHO

Prepared by /
IToaroTtogrieHo:

| Print Date /
Hara: 22.02.2022

Checked by / Approved by: Manager/Executive /
IIpoeepeHo: —~| Onob6peno: Menemxep /, Pykogonurens
Ankit (Q Himesh W Abhishek Chauhan =
L £ ;r' _—
Print Date / Print Date /

Hara: 22.02.2022

Mara: 22.02.2022
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