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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Badd;,

CEPTUOUKAT AHAJTU3A Distt. Solan, H.P.,, 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 'f\:'\; d:. 93:15;) CD Our:w
HpoaykT: Ketopon" Dkenpece (ketoponak) TabaeTky, AMCHEPrUpyeMbIe B I10J0CTH pTd 10 mr
Batch No / : V2101891 Batch Quantity / : 252.000 KG
Cepus Ne O0bem cepun
Analytical Report No / : 890001555046 Date of Analysis / : 16.11.2021
AHaauTHYecKHi oTueT Ne JaTa ananuza
Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jara npousBoacTBa I'ogen no
Analysis performed according ND / Auaans nposeaen nmo HJI: JITT-004929-011119

Page1of 6 /Crp. 1 u3 6

No . .
N Test / [Tokazarenn Results / Pe3yabraTsl 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. / Kpyrnbie, miaockue Kpyrasie, nmockue Tabnetku ¢ dpackoi,
TabNETKHU ¢ Packoil, CBETIIO- CBETJIO-XKEATOTO LBETA C IPaBUPOBKOIA
JKENTOrO UBETA C IPaBUPOBKOM «I» Ha OHOM cTOpOHE.
«I» Ha oiHO cTOpOHeE.,

2 Identification / oaauHHOCTD

Ketorolac / Kemopoaax

a) Byuv/
Y®-cnekTpodoroMeTpus

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnektpsl
TIOTNIOIIEHHS UCIIBITYEeMOr0 pacTBopa
pacTeopa  craHaapTHOro  obpasia
KETOpoJlaka TPOMETaMHHA  JOJIXKHBI
HUMETh MaKCUMYMBI IIPH OJHOM U TOi1 Xxe
IUJTHHE BOJHEI (£ 2 HM).

Complies / CooTBeTcTBYET

Conclusion : APPROVED /
3akarwuenune: OJOBPEHO

Remarks : The Product conforms to ND/
I[pumeyanue: [Iponykr coorseTcTBYET TpeOGoBaHuaM H T

Prepared by / Checked by / ~ _ Approved by: Manager/Executive /
IToarorosneHo: @ ITposepeHo: OnobpeHno: MeHegxce / Pyxoao,umenb
Naresh Kumar £ Santosh Kumar Maurya Kusum Lata 2 Lo

Print Date / Print Date / Print Date /

Hara: 16.11.2021 Hara: 16.11.2021 Jara: 16.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCONO4507
www.drreddys.com



' ' Qe Dr. Reddy's Laboratories Ltd.
’ °® Formulation Unit-6
Dr‘ Red dy S "'. CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTUDOUKAT AHAJIU3A Distt. Solan, H.P., 173 205, INDIA

Tet+91 98166 5600162 ———

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

® www.drreddys.com
IpoaykT: Ketopon™ 3kcnpecc (ketoponak) TabNETKH, AUCTIEPrupyemMble B NONOCTH pTa, 10 Mr
Batch No / 1 V2101891 Batch Quantity / : 252.000 KG
Cepus Ne O61nem cepun
Analytical Report No / : 890001555046 Date of Analysis / : 16.11.2021
AHanuTHueckuii oTueT Ne Hara ananauza
Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
dara npousBoacTBa T'oxen no
Analysis performed according ND / Auanms nposeaen mo HJI: JII1-004929-011119

Page2 of 6/ Crp. 2 u3 6

[ No

N Test / ITokasatenn Results / PesyabTaTsl Specification / Hopma

b) By HPLC/B3XX Complies / CooTseTcTBYET 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 ymepxupanus
OCHOBHOTO IIMKa Ha XpoMarorpamme
UCOBITYeMOTO  PacTBOpa  JOJIKHO
COOTBETCTBOBATH BpeMeHH
YOEpPXXHBAaHHS OCHOBHOTO THKA Ha
XpOMaTOTpamMme pactBopa
CTaHJAPTHOrO o00pa3ia KeTopoJaka
TpOMETaMUHA (pa3men
«KonudecTBEHHOE OTIpesieieHHEN).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Ipumeuanue: Ilpoaykt cooTBeTcTBYET TpeGOBaHusM HJT 3akmouenne: OJOBPEHO

Prepared by / Checked by /@ﬂé Approved by: Manager/Executive /
Ioaroroeneno: & IIpoBepeno: Onobpeno: Meunemkep / Pykoeoautens
Naresh Kumar Santosh Kumar Maurya Kusum Lata =~ &\ Mo —

Print Date / Print Date / Print Date /
Jara: 16.11.2021 Hara: 16.11.2021 Hata: 16.11.2021

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



: ' Bo Dr. Reddy's Laboratories Ltd.
’ °® Formulation Unit-6
Dr’ Reddy S q.. CERTIFICATE OF ANALYSIS Vill. Kho!, Nalagarh Road, Baddj,
CEPTUDPUKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA

Tl 20 QOd e Conme mTy
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
IHpoayxT: Ketopon™ Dkenpece (keToponak) TabneTku, JUCIeprupyeMsble B OJIOCTH pra, 10 mr
Batch No / : V2101891 Batch Quantity / : 252.000 KG
Cepus Ne O01em cepun

Analytical Report No / : 890001555046 Date of Analysis / : 16.11.2021
Ananutnyeckui oryer Ne JlaTa ananusa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jarta npouzpoacTBa T'ogen no

Analysis performed according ND / Ananus nposenen mo HJI: JI[1-004929-011119

Page3 of6/C1p.3u3 6

No
No
3 Identification Complies / CooTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MMoanuHHOCTH butylhydroxyanisole peaks on the
6y THArHAPOKCHAHH301 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). / BpeMmeHa ynepxuBaHus
NUKOB  2-OyTUnruiapokcuaHusona U
3-OyTUNruApOKCHaHU30Na Ha
XpoMaTtorpamMMe HCIIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM YAEpKHUBAHUA TUKOB
2-0yTUNTrHAPOKCHAHU301a 1%
3-0y THIrMAPOKCHAHU301a HA
XpoMaTorpaMmme pacTBopa
CTaHIApTHOTO obpasua
OyTHITMAPOKCHAHU30Ma (paznen
«ConepxaHue
OYTUNTHAPOKCHAHH30JIa)).

Test / [lokasaTens Results / PesynbTaThl Specification / Hopma

4 Average weight / Cpeauss 70.0 mg / 70.0 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot 67,2 Mr no 72,8 mr (70,0 Mmr+4,0 %).

Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OnHOpoAHOCTH Maccehl 2/20 tablets - not more than + 20 % /
18/20 Tabnerok — He Goaee + 10 %
2/20 tabneTok — He Gonee + 20 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: IlpoaykT coorBeTcTBYET TpeboBanumsmM HJT 3axsaouenue: OJIOEPEHO

Prepared by / Checked by / M& Approved by: Manager/Executive /
IloarorosneHo: C TIporepeno: < Onobpeno: Menemkep,/ Pykosomureits
Naresh Kumar o Santosh Kumar Maurya Kusum Lata J\‘%} 2~

Print Date / Print Date / Print Date /
Jara: 16.11.2021 Hara: 16.11.2021 Jlata: 16.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTHOUKAT AHAJIU3A

Distt. Solan, H.P., 173 205, INDIA

Fa s N a5

an

Ilpoayxr: Keropon

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

Tl O OQICS CEn
et Z0IoUoouui-Ur

www.drreddys.com

Okcnpecc (keTopoJak) TabNeTKH, AucreprupyemMbie B monocti pra, 10 mr

Batch No / : V2101891 Batch Quantity / : 252.000 KG
Cepust Ne O0bem cepun

Analytical Report No / : 890001555046 Date of Analysis / : 16.11.2021
AHaJiuTHYECKH I oTUeT Ne Jarta ananusa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JlaTa npousBogcTBa Tonen go

Analysis performed according ND / Ananu3s nposegen mo HJI: JIT1-004929-011119

Page4of 6/ Crp.4u3 6

ioo Test / [TokazaTtens Results / Pe3yabraTsl Specification / Hopma
5 Disintegration time / 00 min 31 sec / 00 mun 31 cex Not more than 3 min / He 6o7nee 3 mun
Pacnmapgaemoctsh
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 105 % Not less than 75% (Q) of
i CisH13NO3C4H |1 NO4 (ketorolac
Unit-2 / Taba-2 99 % tromethamine) in 15 min / He menee
Unit-3 / Ta6x-3 103% 75 % Q) C1sHisNO3+C4sH; 1 NO;3
. . (xeTopomaka  TpoMeTaMHH)  4Yepes
Unit-4 / Tabn-4 104 % Ssin
Unit-5 / Tabn-5 99%
Unit-6 / Tabn-6 94 %

7 Fineness of Dispersion/

Complies / CooTBeTCTBYET

A uniform suspension passing through a

CAVMHUYIHAA

npuMech

HeI/I)IeHTI/IClJ nnypoBaHHas

ducnepcHocTb 710 pm sieve is formed. / O6pa3yercs
OJHOpOAHAs CYCIIEH3UA, NPOXOAslIas
CKBO3b CHTO C pa3MEpOM OTBEPCTHIA
710 MKM.

8 Related impurities / PogcTBennble npumecu

ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %

1-rugpokcHananor

KETOpoJIaKa

ketorolac 1-keto analog/ 0.03% Not more than 0.5 % / He 6omnee 0,5 %

1-KeToaHANOT KETOPOJIaka

Any unidentified impurity / 0.04% Not more than 0.5 % / He 6onee 0,5 %

Remarks : The Product conforms to ND/
ITpumeuanwne: [IpoaykT coorBeTcTBYET Tpebosanusm HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Hata: 16.11.2021

Hara: 16.11.2021

Prepared by / Checked by / % . Approved by: Manager/Executive /
Iloarorornexo: @J/ IIpoeepeno: /“ Onobpeno: Menemwxkep APykosoanTens
Naresh Kumar Santosh Kumar Maurya Kusum Lata SN —

Print Date / Print Date / Print Date /

Jara: 16.11.2021

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

CIN: L85195AP1984PLCOCAS07

www.drreddys.com




Dr. Reddy's Laboratories Ltd.
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’ °® Formulation Unit-6
Dr‘ Reddy S ‘.. CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddj,
CEPTUDPUKAT AHAJIU3A Distt. Solan, H.P., 173 205, INDIA

4 s And cs Coand a0
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg e ysiaam
Ipoaykr: Keropon®” Dkenpece (keToposniak) TabNeTKu, AMCneprupyemsle B oN0CTH pTa, 10 Mr
Batch No / : V2101891 Batch Quantity / : 252000 KG
Cepust Ne O0nbeM cepun

Analytical Report No / : 890001555046 Date of Analysis / : 16.11.2021
AHaJIUTAYECKHH 0T4eT No Jara ananunza

Date of Manufacture / : Oct-2021 Date of Expiry / 1 Sep-2023
JaTta nponssoacrsaa T'open o

Analysis performed according ND / Ananus nposenen mo HJI: JII1-004929-011119

PageS5of 6/ Crp. 5u3 6

1;.00 Test / [lokasaTens Results / PesyabTaTs! Specification / Hopma
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceii

9 Water / Bona 21 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble oprannyeckue pacTBOPUTEIH

Isopropyl alcohol / 2 pg/Tab Not more than 350 pg/tab /
Uzonponanon He 6onee 350 mxr B TabneTke

11 | Microbial enumeration tests / MuxpoGuoJsiornyeckasi 4ucToTa

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1ee 9ncio 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 / Ob1uee Menee 10 KOE/r He 6osiee 100 KOE/r

HJHCJIO OPOAKOIKEBRIX U
TUICCHCBBIX FpPI60B

¢} Escherichia Coli Absent / Shell be absent in 1 gram /
OTCyTCTBYET OtcytcTBHE B 1 T
12 | Uniformity of dosage units / 5.8 Acceptance value (AV) not more than

OgnopoaHocTs 15.0 / IlpuemouHoe 3HaueHue (AV) He
J03HPOBaHHsI 6onee 15,0.

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

ITpnmeuanue: Ilpoaykr coorBercTBYeT TpeboBanuam HJL 3axmouenne: QJIOGPEHO

Prepared by / Checked by /%(l‘ Approved by: Manager/Executive /

Iloarorosnexo: @ [poeepeHo: /‘L<£ Onob6peno: Menemwkep / Pykoroauresip

Naresh Kumar Santosh Kumar Maurya Kusum Lata D D

Print Date / Print Date / Print Date /

Jara: 16.11.2021 Jara: 16.11.2021 Jara: 16.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1284PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@
] L/ °® Formulation Unit-6
Dr.Reddy’s ‘.‘ CERTIFICATE OF ANALYSIS vl khol, Nalagarh Road, Baddi,
CEPTUDPUKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg x\;ﬂ;;:rzgs;’m Jour:m_w
Hpoayxt: Keropon" Dkcnpecc (keToposak) TaGneTky, Aucreprupyemble B MOJIOCTH PTa, TGMr
Batch No / : V2101891 Batch Quantity / : 252.000 KG
Cepus Ne Ob6Bem cepun

Analytical Report No / : 890001555046 Date of Analysis / : 16.11.2021
AnanuTuueckuii oruer Ne Jara ananusza

Date of Manufacture / : Oct-2021 Date of Expiry / 1 Sep-2023
JaTa npousBoacTBa Togen no

Analysis performed according ND / Ananus nposenen no HJI: JII1-004929-011119

Page 6 of 6 / C1p. 6 3 6

1;.00 Test / IlokazaTenb Results / PesynabTaTtsl Specification / Hopma
13 | Assay/ KosanyectBeHHoe 9.8mg/9.8 Mr From 90mg to 11.0mg of
onpenejeHue (98.1 %) CisH13NO3+C4H 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
no  11,0mr  CisHisNO;*C4H 1 NOs
(xeroponaka tpomeramuH) (ot 90,0 mo
110,0 % OT 3asABIE€HHOTO KOJUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.1012 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxxanue 0.1012 mr B TabneTke He menee 0,042 mr B TabneTke
Oy THJIrHApOKCHAHU30/1a
15 | Package/ YmakoBka 10 tablets in a blister of | 10 tabletsinablister of (PA/AL/PE 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
information leaflet in a carton | Tabnetok B 6mucTepe u3 (ITA/AJI/TID ¢
pack. / Ilo 10 Tabnerox B | BmaromorsmotuteneM/II3BIT) donbru //
6muctepe w3 (MMA/AJITID ¢ | (II15/AJ]) donbru. [To 1 unm 2 6nucrepa
Biaronoriotutenem/I13BIT) C HHCTPYKIMEH II0 NpPUMEHEHHI0 B
¢omwru // (IIS/AJT) doneru. ITo | mayky KapTOHHYIO.
2 6nuctepa ¢ MHCTpYKuue# Mo
NpUMEHEHHIO B nayKy
KapTOHHYIO.
16 | Labeling / MapkunpoBka According to ND / B cootserctBuu ¢ H
17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Boiiie 25 °C.
Xpanenne
18 | Shelf life / Cpok rooHocTn 2 years /2 roza

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TpoayxT coorBeTcTRYeT TpeboBanmsm HJ 3akmouenne: OJJOBPEHO

Prepared by / Checked by / /gyt Approved by: Manager/Executive /
IToaroroBneHo: IIpoeepeHo: (/Qb Onobpeno: MenemieR / PykoBoaurens
Naresh Kumar @/ Santosh Kumar Maurya Kusum Lata ‘@5/’

Print Date / Print Date / Print Date /

Hara: 16.11.2021 Hara: 16.11.2021 Jata: 16.11.2021

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Jel: +51 40 4900 2900, Fax: +91 40 1900 2993, Email: mail@drreddys.com
CIN: L85195AP1884PLCO04507
www.drreddys.com



