Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHPHUKAT AHAJIN3A Distt. Solan, H.P, 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel: #91 98166 56U01-02
Mpoayxr: Keropon™ Dkenpece (keToposak) TabieTKH, AHCIEPrupyembie B noS&¢e ﬁ%ﬁ',d 105"
Batch No / : V2101974 Batch Quantity / : 252.000 KG
Cepus Ne Oo6nem cepun
Analytical Report No / : 40001474101-1 Date of Analysis / : 30.11.2021
AHanuTHYIECKHIi oT4eT Ne Jlara ananuza
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
Jata npon3BoacTBa I'onen no
| Analysis performed according ND / Anasnus nposenen no HJI: JII1-004929-011119

Y®-cnexkTpodoTOMETpHA

Pagelof 6 /Crp.1n36
NN? Test / [loka3aTeJb 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. / Kpyrible, miockue Kpyrisie, miockue TableTku ¢ Gpackon,
TabieTku ¢ Gpackoii, cBETIIO- CBETJIO-XENTOr0 I[BETA C TPaBHPOBKOHN
JKEJITOTO LBETA C FPABUPORKOMH «» Ha oHO CTOpPOHE.
«» Ha OHOH CTOpOHE.
2 Identification / IloaJaMHHOCTL
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®-ceKTpsl
HOIIOEHHs MCTIBITYEMOIO PacTBOpa U
pacTBopa  CTaHAapTHoro  ofpasia
KETOpONaKka TPOMETaMMHa  IOJIXKHBI
UMETh MaKCUMYMBI IPH OJHOH U TOM Xe
JUIKHE BOJHBHI (+ 2 HM).

Remarks : The Product conforms to ND/

IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHuam HII

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIposepeno: | Onobpeno: Menemiep / Pykosoauress
Ankit Himesh W Pawan Kumar ’ é

Print Date / Print Date / Print Date / '

Hata: 30.11.2021 Hara: 30.11.2021 Hara: 30.11.2021

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ '®' +91 95166 56001-02
Mpoayxr: Keropon® Dkenpece (ketoposiak) TabneTkH, ANCIEPTHPYEMbIE B oSt P Y6 Sorm
Batch No / :' V2101974 Batch Quantity / : 252.000 KG
Cepus Ne Oo6BeM cepun

Analytical Report No / : 40001474101-1 Date of Analysis / : 30.11.2021
AHaqMTHYECKHH 0TyeT N2 Jlara ananunsa

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JlaTa npon3BOACTBA Toxen 10

Analysis performed according ND / Auajin3 nposeien no HJI: JIT1-004929-011119

Page 2 of 6/ C1p. 2 u3 6

No

Test / [Toka3zaTelib
No

Results / Pe3yabTaThl

Specification / Hopma

b) By HPLC/B2XX

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 ynepxuBaHus
OCHOBHOI'O IIMKa Ha XpoMaTorpamme
UCIBITYEMOrO  pacTBopa  HOJDKHO
COOTBETCTBOBATh BpeMEHU
VIEepPXKMBAHUS OCHOBHOTO IIMKa Ha
XpoMaTorpaMme pacTBOpa
CTaHAAPTHOTO KeTopoJiaKa
TpOMeTaMUHa (pasmen
«KonuueCcTBEHHOE OTIpEIEIEHUEY).

obpasua

Remarks : The Product conforms to ND/
[pumeuanue: [Ipoaykt coorBercTByeT Tpebosanusam HIL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Hara: 30.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBiueHo: IIpoeepeHo: Ono6peno: Menemxep / PyxoBonurens
Ankit & Himesh @mﬂl—/_? Pawan Kumar ) .f)!

Print Date / Print Date / Print Date / ’

JHata: 30.11.2021

Hara: 30.11.2021
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Vill. Khol, Nalagarh Road, Baddi,
CEPTUPHKAT AHAJTH3A Distt. Solan, H.P,, 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel : +91 98166 56001-02
TIpoaykt: Keropon" Dkenpece (keroponak) TabneTkH, AHCIEPrHpyeMbie B noMtetH FEATY0 S
Batch No / : V2101974 Batch Quantity / : 252.000 KG
Cepus Ne Oo6BeM cepun

Analytical Report No / + 40001474101-1 Date of Analysis / : 30.11.2021
AHaauTHYeCKHH 0TUeT Ne Jlara anauza

Date of Manufacture / : Nov-2021 Date of Expiry / ¢ Oct-2023
JlaTa mpon3BOACTBA T'onen no

Analysis performed according ND / Anasns nposesen mo HJL: JIT1-004929-011119

Page3 of 6 /Ctp.3u3 6

No
Ne
3 Identification Complies / CooTBeTCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuxHHOCTL butylhydroxyanisole peaks on the
GYTHITMAPOKCHAHH30JI 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 yIepKUBaHHA
NuKoB  2-0yTHIrHApPOKCHaHHM30Na U
3-6yTIWIrHIPOKCHAHM301a Ha
XpoMaTorpaMmme HCTIBITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBATDH
BpeMeHaM yIaepKUBaHHA MTHKOB
2-6yTUITHAPOKCHAHH30]1a u
3-0yTUITHOPOKCHAHU3011a Ha
XpoMaTorpaMme pacTBopa
CTaHOApPTHOIO obpazua
OYTHITHAPOKCHAHKU301a (pasmen
«CopnepxaHue
6YTUITHIPOKCHAHU30MA).

Test / TlokasaTtesnb Results / PesyabTaTsl Specification / Hopma

4 Average weight / Cpequss 69.7 mg/ 69.7 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 %
OAHOpPOAHOCTHL MACCHI 2/20 tablets - not more than £+ 20 % /
18/20 Tabnerok — He Gonee + 10 %
2/20 tabneTok — He 6onee = 20 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [Ipoaykt coorsercrayet TpeboBannam HJL 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IloaroTosieHo: [TposepeHo: Ono6peno: Menemiep / Pykosonurens
Ankit (5 ._ Himesh W Pawan Kumar {5

A

Print Date / Print Date / Print Date /
Jara: 30.11.2021 Hata: 30.11.2021 Jara: 30.11.2021
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Product : Ketorol Ei(press (ketorolac) Orally Dirsintegrating Tablets 10 mg \;\7\;\/“:& :r;;f: CJ g;urw'
IMpoxykr: Keropon™ Dkenpece (keToporiak) TabiaeTkH, ANCNEPrHPYEMbIC B NIOJIOCTH PTd, () mr
Batch No / : V2101974 Batch Quantity / : 252.000 KG
Cepus Ne O06BeM cepHH
Analytical Report No / : 40001474101-1 Date of Analysis / : 30.11.2021
ApanuTudecKni oruet Ne JlaTa aHaM3a
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JaTta mpoH3BOACTBA Toxen go
Analysis performed according ND / Ananns nposesen no H/L: JIT1-004929-011119
Page4 of 6/ Ctp. 4 u3 6
1;.:) Test / ITokazaTeslp Results / PesyabTaThl Specification / Hopma
5 Disintegration time / 00 min 26 sec / 00 MuH 26 cex Not more than 3 min / He 6onee 3 mun
PacnagaemocTtnh
6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 99% Not less than 75% (Q) of
) . 0 C15sH13NO3°CsH 1 1NO3 (ketorolac
Unit-2 / Tabn-2 100% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 97% 75% (Q  CisHisNO3*C4HiNOs
. (keTOopojiaka  TPOMETaMMH)  4epes
Unit-4 / Tabn-4 97% 15 mud
Unit-5 / Ta6n-5 102%
Unit-6 / Tabn-6 101%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JducnepeHocTh 710 um sieve is formed. / Obpa3syerca

OJHOpOAHAsA CYCIICH3UsA, NpOXoIsilnas
CKBO3b CHTO C pasMepoMm OTBepCTI/Iﬁ

710 MxM.
8 Related impurities / PoacTeennblie npumecu
ketorolac 1-hydroxy analog / Below Limit of Detection (LOD Not more than 0.5 % / He Gonee 0,5 %
1-rugpoKcHaHaIor :0.0010%)
KeTopoJiaka
ketorolac 1-keto analog/ 0.03% Not more than 0.5 % / He 6onee 0,5 %

1-KeToaHaIor KeTopoIaKa

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

0.03%

€ aAUHUYHAasA

HenIeHTAUIUPOBAHHAA

TpUMecCh
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[pumeyanue: [Ipoaykt coorsercTByeT TpeboBanusam HJI 3axmouenune: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosseHo: IpoBepeHo: Ono6peno: Menemkep / PykoBoauresb
Ankit E Himesh Kugzﬂs/: “Pawan Kumar

(L . L

Print Date / Print Date / Print Date / /
Hara: 30.11.2021 Hara: 30.11.2021 Hara: 30.11.2021
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tef: 434 98'&“6 56U0T-0Z
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Batch No / : V2101974 Batch Quantity / : 252.000KG
Cepns Ne O6bem cepun
Analytical Report No / : 40001474101-1 Date of Analysis / + 30.11.2021
AHaJHTHYeCKHil oTueT Ne Jara apajmsa
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JlaTa npoH3BOACTBA T'onen mo
Analysis performed according ND / Auajn3 npoBejieH 0o HJI;: JI1-004929-011119

Page 5 of 6/ Ctp. S5u3 6

No

Ne Test / Iloka3aTesb Results / PesyabTaThl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymmMa nipumecei

9 Water / Bona 22% Not more than 7.0% wiw /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTraTousble OpraHn4yecKie pacTBOPUTEIH

Isopropyl alcohol / 3 pg/Tab Not more than 350 pg/tab /
Hzonponanon He 6onee 350 MKr B TabneTke

11 | Microbial enumeration tests / MukpoGuojornyeckasi 41CT0oTa

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obmee yucno Memnee 10 KOE/T He 6onee 1000 KOE/r
a3poBHBIX MUKpPO-

OpTaHU3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O61ee Mekree 10 KOE/r He 6onee 100 KOE/r

YHCIIO0 IPOMTIKEBBIX U
TUTECHEBBIX IPUOOB

c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTcyTCTBYET OtcytctBHE B 1 T
12 | Uniformity of dosage units / 8.9 Acceptance value (AV) not more than

OaHOpOAHOCTDL 15.0 / Tipuemounoe 3HadeHue (AV) He
JI03MPOBAHNSA Gonee 15,0.

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

[Tpumeyanue: [IpoayKT COOTBETCTBYET TpedoBanusam HJI 3axawouenne: OJOBPEHO

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

IToaroToBaeHO: e [poBepeHo: __| Onobpeno: Menemwxkep / PykoBoaurensb

Ankit { “"/ Himesh RM Pawan Kumar /?"

Print Date / Print Date / Print Date / y
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Dr. Reddy S ‘.‘ CERTIFICATE OF ANALYSIS Vil khol, Nalagarh Road, Baddi,
CEPTH®HKAT AHAJIM3A Distt. Solan, H.P.,, 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg TeT: +9198165 56001-02
IMponyxr: Keropon™ Dkenpece (keroponak) TabJIeTKH, AMCMIEPrUPYEMbIC B nofSeH H?{ll,dfﬁ W
Batch No/ : V2101974 Batch Quantity / : 252.000 KG
Cepust Ne O6Bbem cepun

Analytical Report No / : 40001474101-1 Date of Analysis / : 30.11.2021
AHanurHYecKni oTyer Ne Jara ananusa

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JlaTta mpon3BoAcTBA T'onen oo

Analysis performed according ND / Anasn3 nposenen no HJI: JI[1-004929-011119

Page 6 of 6 / Ctp. 6 13 6

1;.? Test / [lokasaTenn Results / PesynasTath! Specification / Hopma
13 | Assay/ KoauyecTBenHoe 10.2 mg/ 10.2 Mmr From 90mg to 11.0mg of
ompeaesieHUe (102.3 %) C15sH13NO3*C4H 1 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
no 11,0mr  CisHisNO3*C4H11NO;
(xetoponaka tpomeramun) (ot 90,0 no
110,0 % OT 3asBJIEHHOTO KOJIMYECTBRA) B
TabneTKe
14 | Butylhydroxyanisole 0.0991 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanne 0.0991 mr B Tabnerke He menee 0,042 mr B TabneTke
Oy THJITMAPOKCHAHHK30J12
15 Package / YnakoBKa 10 tablets in a blister of | 10 tabletsina 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. / Tlo 10
information leaflet in a carton | Tabnerok B 6xuctepe u3 (IIA/AJI/IID ¢
pack. / Tlo 10 TabneTok B praronorioturenem/[I9BIT) donbru //
6nucrepe u3  (IIA/AJVIID ¢ | (IIS/AJ) donbru. Io 1 wnu 2 6nuctepa
pnaronornorurenem/I12BIT) ¢ HMHCTPYKIMEH N0 MNpPHMEHEHHIO B
donwru // ((I3/AJ]) doneru. Ilo | mayxky KapTOHHYIO.
2 6mucTepa ¢ UHCTPYKUMEH IO
TIPHMEHEHUIO B Ha4yKy
KapTOHHYIO.
16 | Labeling / MapkupoBska According to ND / B cootBeTcTBHM ¢ HJI
17 | Storage conditions / Below 25 °C. / Ilpu Temmnepatype He Bbie 25 °C.
XpaHeHue
18 | Shelf life / Cpok roaHocTu 2 years / 2 roaa

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoaykr cooteercTeyer Tpedboanuam HJI 3axmouenue; OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[ToaroTosneHo: ITpoBepeHo: | Onobpeno: Menejep / Pyxosoautesb
Ankit C,,l‘ Himesh W Pawan Kumar

Print Date / Print Date / Print Date /
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