Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJIM3A

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

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

Tel: +91 98166 56001-02

Ipoaykt: Ketopon® Dkcnpecc (ketoposiak) TabneTku, AHCIEprupyemsie B n&ﬁ‘ﬁ%‘rﬂ%ﬁ%‘?"ﬁf%

Batch No / : V2200043 Batch Quantity / : 252.000KG
Cepus Ne Oobnem cepun

Analytical Report No / : 890001567970 Date of Analysis / : 20.01.2022
AHATUTHYECKHH oTueT No Jlara anaausa

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JaTa npon3BoACTBA T'onen no

Analysis performed according ND / Anayus nposeaen mo HJI: JIT1-004929-011119

Pagel of 6/Crp. 1136

N . "
Noo Test / ITokasaTenn 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. / Kpyriisle, mockue Kpyrisle, miockue TabaeTku ¢ packoi,
TabneTky ¢ dackoii, cBETIO- CBETJIO-KENTOro LIBETa C IPaBHPOBKOH
XEJITOTO LIB€Ta C TPaBUPOBKOH «» Ha OJTHOI CTOpOHE.
«l» Ha OJHOM CTOpPOHE.
2 Identification / IlognnHHOCTE
Ketorolac / Kemoponak
a) ByUv/ Complies / CooTBETCTBYET UV spectra of the test solution and

V@-cnextpodoToMeTpus

ketorolac  tromethamine standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
HOIJIOIIEHUs HCITBITYEMOTO pacTBopa 1
pactBopa  CTaHmapTHoro  o6pasua
KETOpOJiaka TPOMETaMHHa  JOJDKHB
HUMETh MaKCUMYMBI TIpY OXHOM M TOM ke
IUTHHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: ITponykr coorBercTByeT Tpebosanusm HJI

Conclusion : APPROVED /
Zaxmnouenne: OJJOBPEHO

Prepared by /
IlonrororneHo:
Pardeep Kumar

-

Checked by /
[IpoeepeHo:
Himesh Kumar

.,

Onobpeno: Menemwkep / Pykopoaurens
W‘ Pawan Kumar 4’/

Approved by: Manager/Executive /

Print Date /
Jata: 20.01.2022

Print Date /
Jara: 20.01.2022

Print Date /
Hata: 20.01.2022

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: L85195AP1984PLC004507
www.drreddys.com



CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxkr: Ketopon® Okcrpecc (ketoponak) TabneTky, AMCTIEprupyembie B Moa0CTH pTa, 10 mr
Batch No / 1 V2200043 Batch Quantity / : 252.000 KG
Cepusi Ne O0beM cepun
Analytical Report No / : 890001567970 Date of Analysis / : 20.01.2022
AHanuTHYecKuii oTuer No JlaTa anannsa
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JaTta nponsBoacTBa I'ogen no
Analysis performed according ND / Ananus nposenen mo HJI: JII1-004929-011119

Page20of 6/ Crp. 213 6

No

No Test / [Ioka3aTenanb

Results / PesyabTaTsl

Specification / Hopma

b) By HPLC / BXX

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 yaepXHBaHUA
OCHOBHOIO fIMKa Ha XpomarorpaMme

HCIBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATD BpPEMEHU
yIEpXKHMBaHHsA OCHOBHOTO IHKa Ha
XpOMAaTOTpaMMe pacTBopa
CTaHmapTHoro ofpasua KeTopoJiaka
TpOMeTaMMHa (pazmen

«KonuuecTBeHHOE onpeueneﬂne»).

Remarks : The Product conforms to ND/
IMpumeuanue: ITponykr coorBeTcTBYET TpeboBanusaM H/J

Conclusion : APPROVED /
Zaxaodenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorornexo: f IIpoepeHo: | Onobpero: Menemiep / PyxoBoaMTeb
Pardeep Kumar - Himesh Kgx;p:g_g,/’—f Pawan Kumar

Print Date / Print Date / Print Date / B

Mara: 20.01.2022

Mara: 20.01.2022

Jara: 20.01.2022




Dr.Reddy’s ":‘.

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

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTUOHKAT AHAJIA3A Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg e : +91 98166 56001-02
Hpoxyxr: Ketopon® Dxenpece (keToponak) TabieTkH, AncHeprupyemsie B nohSH B o IP
Batch No / : V2200043 Batch Quantity / : 252.000 KG
Cepust Ne O0BeM cepnH
Analytical Report No / : 890001567970 Date of Analysis / : 20.01.2022
AHanuTHIECKHIT 0TUeT Ne Jlara aHaJIM3a
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JlaTa npou3BoOACTBA T'oaen no
Analysis performed according ND / Auanus nposeaen mo HJL: JI[1-004929-011119

Page3of 6/ Crp.3m3 6

No

No Test / [Toka3zaTenn

Results / PesyabTaTs!

Specification / Hopma

3 Identification
Butylhydroxyanisole /
IMopJIMHHOCTD

6y1‘m1m)1p01ccuanu3o.n

Complies / COOTBETCTBYET

The  retention  times of  2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
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 yIep)KuUBaHMA
OMKOB  2-OyTWATHAPOKCUAHW3OIa U
3-6y TUNrUAPOKCHAHH3011a Ha
XpoMaTorpamme HCTIBLITYEMOTO
pacTBopa [IOJDKHBI COOTBETCTBOBAThH
BpeMEHaM yaepXKUBaHUA MTUKOB
2-0y THITUIPOKCUAHU30M1a u
3-6y THITMIPOKCHAHU30M1a Ha
Xpomarorpamme pacTBopa
CTaHOapTHOTO obpasna
OYTHITHAPOKCHAHU30J1a (pazmen
«Conepxanue
OYTHITHAPOKCHAHU301a»).

Average weight / Cpeanss
Macca

70.5 mg/70.5 Mr

67.2 mgto 72.8 mg (70.0 mg £ 4.0 %). /
Ot 67,2 Mr 1o 72,8 mr (70,0 Mr +4,0 %).

Uniformity of weight /
OaHOpPOAHOCTH Macehl

Complies / CooTBETCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He Oomee * 10 %
2/20 TabieTok — He Gostee = 20 %

Remarks : The Product conforms to ND/
ITpumeyanue: [Ipoaykr coorBercTByeT TpeboBannam HJ

Conclusion : APPROVED /
Zaxawuenne: OJJOGPEHO

Prepared by /
IMoarorosneHo:
Pardeep Kumar

-

Checked by /
IIposepeno:
Himesh Kymar.

Approved by: Manager/Executive /

Onobpeno: MeHemxkep / PykoBoaurens

Pawan Kumar 2%,;

Print Date /
Jara: 20.01.2022

Print Date /
Jara: 20.01.2022

Print Date / !
Jara: 20.01.2022

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: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ‘g'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Forrnulaticn Unit-6
Vill. Khoi, Nalagarh Road, Baddi,

CEPTUPUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg _ d
Hpoaykr: Ketopon® Dkcnpece (keToposak) TabneTky, AUCTIEPrUpyeMble B no‘ﬁ%’&ﬁrﬁ%, o Rt

Ter: +51 98166 56001-02

Batch No / : V2200043 Batch Quantity / : 252.000 KG
Cepus Ne O6beM cepuu

Analytical Report No / : 890001567970 Date of Analysis / : 20.01.2022
AnanuTHYecKHil oTgeT No JlaTa anaansa

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jata npousBoacTBA T'open no

Analysis performed according ND / Anaan3 nposeaen no HJI: JI[1-004929-011119

Page 4 0f 6/ C1p. 4m3 6

i.? Test / Iloka3aTeib Results / Pe3yabTaTbl Specification / Hopma
5 Disintegration time / 00 min 28 sec / 00 MuH 28 cek Not more than 3 min / He 6onee 3 Mun
Pacnapaemoctsb
6 Dissolution / PacTeopenue Unit-1 / Ta6n-1 101% Not less than 75% (Q) of
. C15H13NO3°C4H; 1NO3 (ketorolac
Unit-2 / Tabr-2 99% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 105% 75 % Q C1sHi3NO3+C4H 1NO;
. i (keToponaka  TpOMETaMMH)  Hepes
Unit-4 / Tabn-4 103% 15 MuH
Unit-5 / Ta6a-5 105%
Unit-6 / Tabn-6 102%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / ObpasyeTca
OIHOPOJHAA CYCIEH3HA, MPOXOAlIas
CKBO3b CHUTO C pa3MEpOM OTBEPCTHUH
710 MKM.
8 Related impurities / PoxcTBeHHbIe npumecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-rugpokcuaHanor
KeTopoJaKa
ketorolac 1-keto analog/ 0.03% Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHATOr KETOpOIaKa
Any unidentified impurity / . Not more than 0.5 % / He 6oinee 0,5 %
eIMHUYHASL 0.03%
HEHAECHTU(PUIIMPOBaHHAs
MPUMECh

Remarks : The Product conforms to ND/
ITpumeuanue: ITponykT coorBeTcTBYeT TpeboBanusM HJL

Conclusion : APPROVED /
3akaruyenne: OJJOGPEHO

Hara: 20.01.2022

Jara: 20.01.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosseHo: [TpoeepeHo: | Onobpeno: Menemxkep / PykoBoaurens
Pardeep Kumar DI;/’ Himesh W Pawan Kumar 27/_

Print Date / Print Date / Print Date /

Jlata: 20.01.2022

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: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy’s Laboratories Ltd.

@
. 8@ F lation Unit-6
DrReddy’s @°  rmcumor s Tt
CEPTHO®UKAT AHAJIU3A Distt. Solan, H.P,, 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg el - 21 98166 56001-02
Mpoaykt: Keropon” Dkenpece (keroponak) TabneTky, IMCEPrupyeMbie B SRS [ PO RIT
Batch No / : V2200043 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepHu

Analytical Report No / : 890001567970 Date of Analysis / : 20.01.2022
AHaguTHYecKHi oTUeT Ne JlaTa aHaau3a

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jarta nponsBoacTBa I'ogen oo

Analysis performed according ND / Auanns nposeaen no HJL: JIT1-004929-011119

Page 5of 6/ Crp. 513 6

1;.00 Test / IlokazaTesn Results / PesynabTaThbl Specification / Hopma
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npuMeceit

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

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHBIE OPraHUYeCcKHe PACTBOPUTEH

Isopropyl alcohol / 2 pg/Tab Not more than 350 pg/tab /
HzonponaHon He 6omee 350 Mxr B TabneTke

11 | Microbial enumeration tests / Mukpo6Guosoruyeckas 4ucToTa

a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / Ob1iee 4nciao Menee 10 KOE/r He 6onee 1000 KOE/r
a3p0oOHBIX MHKPO-

OpTaHU3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Ob1uee Menee 10 KOE/r He 6onee 100 KOE/r

YHCIO OPOACKEBBIX U
IIECHEBBIX I'PHOOB

¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCYTCTBYET OtcyTtcTBUE B 1 T
12 | Uniformity of dosage units / 3.9 Acceptance value (AV) not more than

OnHopoaHoCTh 15.0 / MpuemouHoe 3HayeHUe (AV) He
Z03UPOBAHHUS 6onee 15,0.

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

Ipumeuanue: [Ipogykt cooTBeTcTBYET TpeboBanuam HJQ 3axmouenne: OJIOGPEHO

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

IToarororaeHo: , IIposepeHo: | Onobpeno: Menemwxkep / PykoBoaMTEND

Pardeep Kumar (_iﬁ,, Himesh W Pawan Kumar %7/

Print Date / Print Date / Print Date /

Jlata: 20.01.2022 Hata: 20.01.2022 Mara: 20.01.2022

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: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@
' °@® Formulation Unit-6
Dr.Reddy’s Q.O CERTIFICATE OF ANALYSIS v\ ol Nalagarh foad, Baddi
CEPTUO®UKAT AHAJIA3A Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg e : 91 98166 56001-02
Hpoaykt: Ketopon® Dkenpece (ketoponak) TabneTky, AMcneprupyembie B oM A for v
Batch No / : V2200043 Batch Quantity / : 252.000 KG
Cepna Ne O6BbeM cepHH

Analytical Report No / : 890001567970 Date of Analysis / : 20.01.2022
AnpaguTHaeckuii oTder No Jlara anajan3za

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jarta npon3BoicTBa T'onen no

Analysis performed according ND / Anasn3 nposenen mo HJI: JI1-004929-011119

Page 6 of 6/ CTp. 6 13 6

1;.:) Test / [Toka3aTesnb Results / PesynbTaThl Specification / Hopma
13 Assay / KoanuecTBeHHOE 10.1 mg/ 10.1 mr From 90mg to 11.0mg of
onpejeJieHHe (100.8 %) C1sH13NO3*C4H 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pile) 1 1,0 MI ClsH13NO3°C4H11NO3
(xeroponaka TpometamuH) (ot 90,0 mo
110,0 % oT 3asBIEHHOTO KOJMNYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0929 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0929 mr B TabneTke He menee 0,042 mr B Tabnerke
OyTUIrMAPOKCHAHU30.1a
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin a blister 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 | Ttabnertok B Giaucrtepe w3 (ITA/AJUTIO ¢
pack. / Tlo 10 Ttabnerok B | Brnaromornoturenem/IIOBII) donsru //
6muctepe w3 (TA/AJVIID ¢ | (II3/AJI) donsru. IMo 1 wmu 2 Gnuctepa
Brnaronoriotutenem/[12BIT) C MHCTPYKIME# MO NPUMEHEHHMIO B
donbru // ([15/AJ]) doneru. Ilo | nayky KapTOHHYIO.
2 GaucTepa ¢ MHCTPYKUHEH MmO
NpUMEHEHUIO B navyKky
KapTOHHYIO.
16 Labeling / Mapkuposka According to ND / B cootercteuu ¢ H]|
17 | Storage conditions / Below 25 °C. / IIpu temnieparype He Bbilie 25 °C.
XpaHeHnue
18 | Shelf life / Cpok rognoctn 2 years / 2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[pumeuanue: [TponykT coorBeTcTBYeT Tpedoranusm HJI 3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: . [Iporepeno: OnobpeHo: Menemwkep / PykoBoaures
Pardeep Kumar Q';f__:_/_ HimeshW' Pawan Kumar X‘/

Print Date / Print Date / Print Date /

Mara: 20.01.2022 Hara: 20.01.2022 Hara: 20.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



