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

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

CEPTUDPUKAT AHAJIU3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
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Tpoaykr: Ketopon® Dkenpecce (keToponak) TabiaeTky, JUcneprupyemsle B MoaocTH pra, 10 mr
Batch No / : V2102213 Batch Quantity / : 252.000 KG
Cepus Ne O0bem cepun
Analytical Report No / : 890001564688 Date of Analysis / : 31.12.2021
AHanauTudeckuii oryet No Jarta ananuza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npousBojacTBa T'open no
Analysis performed according ND / Auann3s nposenen no H/: JII1-004929-011119

Page1of 6/ Crp. 1 u3 6

1;.00 Test / IlokasaTeJb Results / PesynabTaTsl 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. / Kpyrnsle, ruiockue Kpyrnbie, nnockue TabixeTky ¢ dpackoi,
TabNeTkH ¢ packoii, ceeTno- CBETJIO-XKENTOro LBeTa ¢ rpaBUPOBKOMH
JKEJITOTO 1IBETa C FPaBUPOBKOH «|» Ha OTHOM CTOPOHE.
«l» Ha OJHOM CTOpOHE.
2 Identification / IloaauHHOCTEL
Ketorolac / Kemoponak
a) ByUv/ Complies / CooTBETCTBYET UV spectra of the test solution and
Y®-cnektpodoTomerpus ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-crnektpsl
TIOTJIOLIEHHS MCTBITYEMOrO pacTBopa U
pacTBopa  CTaHAApTHOro  oOpasla
KETOpoJiaka TpOMETaMHMHa  JOJDKHbI
MMETh MaKCUMYMbI TIPY OJTHOM U TOM ke
JUTHHE BOJIHBI (£ 2 HM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: ponykT cooTseTcTBYET TpeboBanusam HJI 3akmuenune: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moxroroenexo: IIpoBepeHo: | Omo6peno: Menemxkep / PykoBoautens
Pardeep Kumar Z 5 Himesh W Pawan Kumar E)
Print Date / Print Date / Print Date /
Hara: 31.12.2021 Mara: 31.12.2021 Hara: 31.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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No

Test / [Toka3arein
Ne

Results / PesyabTaThl

Specification / Hopma

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
section). / Bpemsa ynepxuBaHus
OCHOBHOIO MHKa Ha XpOMaTorpaMme
HCIBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATD BpEMEHH
yIEpPXKUBaHU OCHOBHOTO IIMKa Ha
XpoMaTorpamme pacTBopa
CTaHgapTHOro obpa3la KeToposiaka
TpOMeTaMUuHa (paznmen

«KonnuecTBeHHOE onpeﬂeneﬂue»).

Remarks : The Product conforms to ND/
IMpumeyanue: IpoaykT cooTBercTByeT Tpeboanusam HJI

Conclusion : APPROVED /
3axarodyenue: OJJOBPEHO

Prepared by /
IToarorosneHo:
Pardeep Kumar

~—

Checked by /
IIpoBepeHo:

Himesh KM “Pawan Kumar 2

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoautess

Print Date /
Jara: 31.12.2021

Print Date /
Hara; 31.12.2021

Print Date /
MHara: 31.12.2021
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1}2 Test / IlokasaTeiib Results / PesynbTaThl Specification / Hopma
3 Identification Complies / CoOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
TloanuHHOCTL butylhydroxyanisole peaks on the
Oy TUJITMAPOKCHAHH30JI 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). / Bpemena yxepXuBaHMs
OHKOB  2-OyTHNTHAPOKCHAHM30NAa U

3-6yTUArKapOKCHaHU301a Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBOpa JNOJDKHBl COOTBETCTBOBATH
BpeMeHaM YyIEP)KUBAHHA TIHKOB
2-0yTHITHAPOKCUAHU30JIa u
3-0yTHArnIpOKCHaHU3071a Ha
XpoMarorpamme pacTBOpa
CTaHJApTHOTO obpaszua
6yTUArHIpOKCUaHU30IA (paznen
«ConepxxaHue
OYTUITHIPOKCHAHU30MAR).

4 Average weight / Cpeanss 70.1 mg/70.1 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr o 72,8 mr (70,0 Mr =+ 4,0 %).
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OnHoOpoAHOCTHL MacChl 2/20 tablets - not more than + 20 % /

18/20 Tabnetox — He Gojtee + 10 %
2/20 tabnetok — He 6oyee = 20 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeyanue: [poaykr coorBeTcTByeT TpebopaHusaM HJL 3akmawuenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: ITpoeepeHo: | OnoGpeno: Menemkep / Pykoponurens
Pardeep Kumar QL Himesh KM Pawan Kumar

= ’ J—L—-—-— -
Print Date / Print Date / Print Date /
Hata: 31.12.2021 Hata: 31.12.2021 Hara: 31.12.2021
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1}3 Test / [lokasaTesb Results / PesynbTathl Specification / Hopma
5 Disintegration time / 00 min 41 sec / 00 muH 41 cek Not more than 3 min/ He 6onee 3 mun
Pacnagaemoctnb
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 100% Not less than 75% (Q) of
. CisH13NO3+C4H11NO3 (ketorolac
Unit=0x/kTia0i2 98% tromethamine) in 15 min / He meHee
Unit-3 / Ta61-3 109% | 75% (Q  CisHisNOsC4HiNOs
. . (keTopojlaka ~ TPOMETaMHH)  4epes
Unit-4 / Tabn-4 102% Gl
Unit-5 / Tabn-5 103%
Unit-6 / Tabn-6 103%
7 Fineness of Dispersion/ Complies / CooTBETCTRYET A uniform suspension passing through a
JucnepcHoCTh 710 pm sieve is formed. / O6pa3syetcs

ONHOpOOHAs CYCIIEH3Ms, MPOXOAsIast
CKBO3b CHTO C pa3MepoOM OTBEPCTMH
710 MKM.

8 Related impurities / PoncTBeHHbIE NMPUMECH

ketorolac 1-hydroxy analog / Not Detected
1-rupgpokcuanaior -
KeTopoJiaka

0.02%

ketorolac 1-keto analog/
1-KeToaHaNOT KETOpoJIaKa

Any unidentified impurity / 0.02%

eIUHUYHAs
HeUJeHTUPUIHPOBAHHAS
npUMech

Not more than 0.5 % / He 6oxee 0,5 %

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

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

Remarks : The Product conforms to ND/
I[Tpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusam H/T

Conclusion : APPROVED /
Zakmouyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIpoBepeno: /_ﬁOnoGcho: Menemxkep / Pykosoauresns
Pardeep Kumar (“_'x.\[../ Himesh W‘?awan Kumar X\—L,

Print Date / Print Date / Print Date / '

Hara: 31.12.2021 Hara: 31.12.2021 Jara: 31.12.2021
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg  www.drreddys.com
Iponykt: Kertopon® Dkcnpecc (keToposak) TabneTku, IHcnepripyemble B noJ0cTy pra, 10 mr

Cepus Ne

Batch No / 1 V2102213 Batch Quantity / : 252.000 KG

Oo0bem cepun

AnajquTHYECKUH oTaeT Ne

Analytical Report No / : 890001564688 Date of Analysis / 1 31.12.2021

JlaTa ananusza

I[aTa NpoU3BOACTBA

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023

Togen no

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

PageSof 6/ Crp.5m3 6
1;.? Test / IlokasaTenn Results / PesynbTaTh! Specification / Hopma
Total impurities / 0.05 % Not more than 1.0 % / He Gonee 1,0 %
CymMmMa npumeceit
9 Water / Bopa 2.0% Not more than 7.0% w/w /
He 6omee 7,0 %

10 | Residual solvents by GC/ OctaTouHbIe OPraHUYeCKHE PACTBOPUTENN

Isopropyl alcohol / 2 pg/Tab Not more than 350 pg/tab /
Hzonponanon He 6onee 350 mxr B Tabnerke
11 | Microbial enumeration tests / MukpoGuonoru4yeckast 4ucrora
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O61ee yucno Menee 10 KOE/r He 6osee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast Less than 10 CFU/g/ Not more than 100 CFU/g /
and moulds count / O61ee Menee 10 KOE/r He 6onee 100 KOE/r
YHCNO IPONCGKEBBIX U
IIECHEBBIX IPUOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTtcyTcTBYET OtcyrcTBUE B 1 T
12 | Uniformity of dosage units / 8.0 Acceptance value (AV) not more than
OpHOpoaHOCTH 15.0 / TlpuemouHoe 3HaueHue (AV) He
J03UPOBAHHSA 6onee 15.0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cooTseTcTBYET TpeboBanusm HJL 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: b ITpoeepeHno: Onobpeno: Menemxkep / Pykosoautens
Pardeep Kumar <3j./ Himesh KW:Pawan Kumar g
Print Date / Print Date / Print Date /
Hara: 31.12.2021 Jara: 31.12.2021 Hara: 31.12.2021
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Batch No / : V2102213 Batch Quantity / : 252.000KG
Cepus Ne O0bem cepun

Analytical Report No / : 890001564688 Date of Analysis / : 31.12.2021
AnanuTHueckuii oryet Ne JlaTa ananusza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JlaTa npou3BOICTBA T'onen go

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

Page 6 of 6 / C1p. 6 u3 6

1;.? Test / IlokazaTenn Results / PesynbTaThl Specification / Hopma
13 | Assay/ KonnuecTeeHHOe 9.9 mg/9.9 mMr From 90mg to 11.0mg of
onpeaeseHUe (99.5 %) C15sH3NO3C4H11NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
a0 1 1,0 Mr C15H13NO3'C4H11NO3
(keToponaka Tpomeramus) (ot 90,0 g0
110,0 % oT 3asBJIEHHOTO KOJIMYECTBA) B
TabneTKe
14 | Butylhydroxyanisole 0.0957 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanune 0.0957 mr B TabneTke He menee 0,042 mr B TabneTke
GyTHArHAPOKCUAHHM301a
15 | Package/ YnakoBka 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 | TaGnerok B Guuctepe w3 (ITA/AJI/IID ¢
pack. / Tlo 10 Tabnetok B | Biaromornotutenem/IIOBII) donsru //
6mucrepe u3  ([A/AJVTID ¢ | (IIS/AJ) ponsru. Ilo 1 wiu 2 Gucrepa
srnaronoraoTutenem/I19BII) C UHCTPYKIMEH 1O MNPUMEHEHHIO B
doneru // (IID/AJT) doneru. Ilo | mayky KapTOHHYIO.
2 Gmuctepa ¢ MHCTPYKLUEH IO
NPHMEHEHUIO B navyxy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B coorBercTeuu ¢ HJ[
17 | Storage conditions / Below 25 °C. / Tlpu TemniepaType He Bbille 25 °C.
Xpanenue
18 | Shelf life / Cpox rogHocTu 2 years / 2 Tona

Remarks : The Product conforms to ND/
[Mpumeuanue: Iponykr cooTercTByeT TpedosanusaM HJL

Conclusion : APPROVED /
Zaknrouenne: OJOBPEHO

Hara: 31.12.2021

Tara: 31.12.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneno:  f IIposepeno: ,___HO,qupeHo: Menemuxep / Pykopoaurens
Pardeep Kumar (—)('/_ Himesh Kumar. ~Pawan Kumar ,¥_,

Print Date / Print Date / Print Date / '

JMara: 31.12.2021
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