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Dr' Reddy s ‘.‘ CERTIFICATE OF ANALYSIS

CEPTHOPHEAT AHAJIH3A

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

IpoaveT: KeropEJ"" Eiiccnpecc {(keToponak) Tabaerku, IMcneprupyemele B nonocty pra, 10 mr
Batch No / : V2100163 Batch Quantity / 1 252.000 KG
Cepuna Ne Obnbem cepun

Analytical Report No / : 890001503903 Date of Analysis / : 16.02.202]1
AHANHTHYECKHA oTyeT No [aTa ananuza

Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2022
Jara npouseogcrsa I'ogen ao

Analysis performed according ND [ Awanns npoeenen no HI: JITT-004929-011119

Page 1 of 6/ Crp. 1m36

No

"o Test / MoxkasaTens

Results / PesynbrarThi

Specification / Hopma

1 Description / Onucanue

Light vellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnele, niockHe
Tabnetkw ¢ dackod, creTnO-
WENTOrD 1RETA & r‘r&ﬂﬁhpﬂﬂl{t}ﬁ
il Ha onHOM cTOpOHE.

Light vellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrnuie, nnockne TabneTkn ¢ hackod,
CEETNO-JKEATOrD UBETa C ]"]JHBHPDBHGH
«ly» HA OJHOR CTOpOHE,

2 Identilication / TTogiMHHOCTE

Ketoralac / Kemopoaak

a) ByUV/
Yih-cnexTpodoToMeTpHA

Complies / CooTEeTCTEYET

UV spectra of the test solution and
ketorolac  womethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / ¥Y{-cnekTpst
NOrNOWEHEY HENEITYEMOTO PACTROPE H
pacTEOPa  cTaHmapTHoro  ofpaiua
KETOPOMAKA TPOMETAMMHA  OOIHHE
HMETE MAKCHMYMBL ITPH 0AHOH H Toi xe
AIHHE BOMHB (£ 2 HM).

Remarks : The Product conforms to ND/
Ipumeyannve; lpoaykT cooteeTcTyeT Tpebobannam HJT

Conclusion : APPROVED /
Jaknwuennc: OJOBPEHO

Prepared by /
IMoproTorneHo:  »
Pardecp Kumar <——-+

Checked by /

ITpo BEPBH;J)")
L

Himesh Kumar

Approved by: Manager/Executive /

OnoGpeno: Me; ep / Pykoronutens
Ajay Sharma

Print Date /
Hara: 17.02.2021

Print Date /
Hara: 17.02.2021

Print Date /
Tara: 17.02.2021

Registered Office; §-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: @1 40 4900 2900, Fax: 91 40 4900 2099, Email: maili@dreddys.com

CIM: LES 195 API984PLCO04507
www.drreddys.com



Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHDPHKAT AHAJIHIA
Product : Ketorol Express {ketor_o[_acj] Orally Disintegrating Tablets 10 mg
Hpoayerr: Ketopon™ 3kenpece (keToponak) TaDNeTkH, QHCNEPrHpYEMble E nonocT pra, 10 mr
Batch No / : V2100163 Batch Quantity / : 252.000KG
Cepaa Ne Obdbem cepun
Analytical Report No / : 800001503503 Date of Analysis / : 16022021
AHanurHuecknii oTuer Ne Jara anamuza
Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2022
Jlara npousBoacTEA Cogen no
Analysis performed according ND / Anasus nposegen no HJL: JITT-004929-011119

Page2o0f 6/ Crp. 2 u3 6

No

N Test ! IloxkazaTens

Hesults / PeayibTars!

Specification / Hopma

b) By HPLC / BOHKX

Complies / CooTreTcTRYET

The retention time of the main peak on
the chromatogram of test solution
should correspond 1o that on  the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). [/  Bpema  yaepwusanus
OCHOBHOTO MMHKA Ha XPOMATOIpaMme

HCMBITYEMOID — PACTBOPA  AOUBKHO
COOTBETCTROBATE BPEMEHH
YO HEAHHA OCHOBHOMD MNHKA Ha
XPOMATOrpaMME PacTROpa
CTAHMAPTHOTO  OAPATIA  KETOPOSAKR
TPOMETAMHHA {painen

«lOMHMECTBEHHOE ONpPENENEHHER ).

Remarks : The Product conforms to ND/
IMpumeyanne: Mpoaykr cooreercreyer tpefosannam HJT

Conclusion : APPROVED /
3axnmwouenne: OJJOBPEHO

Hara: 17.02.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[Noaroroeneno: [poeepeno: Onobpeno: Megelprep / PyKoBoaHTENR
Pardeep Kumar < — Himesh K"EEE 5 ~— | Ajay Sharma

Print Date / Print Date / Print Date / .

Mara: 17.02.2021

Jara: 17.02.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: %1 40 4900 2998, Email; mail@drreddys.com

CIN: LES195 AP1984PLCO0450T
www.drreddys.com



Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS

CEFTHRHEAT AHAJTH3IA

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

Mpoavier: Keropoa™ Dxcnpece (ketoponak) tabieTiu, JHCMEprHpyemble B nonocty pra, 10 mr
Batch No / : V2100163 Batch Quantity / 1 252,000 KG
Cepnn Ne Obsem cepun

Analytical Report No / : 890001503903 Date of Analysis / + 16.02.2021
ABANHTHYECKHI 0TyeT No Jara anannza

Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2022
JlaTa npon3BoacTea Tojen qo

| Analysis performed according ND / Ananus nposesen no HJL: JI[1-004929-011119

Pagedof 6/ Crp.3m36

MNo

N Test / [lokazaTens

Resulis / PeayabTaThl

Specification / Hopma

3 Identification
Butylhydroxyanisole /
MopnuunocTe
GYTHAMHAPOKEHAHNUION

Complies / CoorsercTayer

The  retention  times of  2-
butylhydrox yanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of the test solution
should correspond by the retention times
to  2-butylhydroayanisole  and  3-
butylhydroxyanisole peaks on the
chromatngram nf hntylhydroe yanienie
standard snlufinm
{"Butylhydroxyanisole content”
section). [ BpemeHa yiepsuBaHU
MHKOB  2-0YTHArMAPOKCHAHWIONE H

J-GyTHArRApOKCHAHWIONA Ha
KPOMHTDFPEMMC HCMBITYSMOTD
PAcTROPA  JOMHHEL  COOTBETCTBOBATE
BpeMeHamM YASpHHBAHHA NHKOB
2-0¥THArHOPOKCHAHK3ONA H
3-0YTHATHOIPOKCHAHKI0IA HA
XPOMATOTPAMME pACTEOpA
CTAHOAPTHOIO obpazua
Gy THACHAPOKCHANIIONA (pazaen
wConepiaHue

OYTHArHAPOKCHARHIOAAY),

4 Average weight / Cpennan
MACCA

T0.6 mg /706 Mr

672 mgto 72,8 mg (70.0 mg+4.0%)./
O767,2 mr oo 72,8 smr (70,0 mr = 4,0 %).

Uniformity of weight /
(MIHOpPOIHOCTE MACCE]

Complies [ CooTBeTCTEYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
1820 Tabnetox — wHe Oonee +10%
2/20 Tabnerok — He Bonee + 20 %

Remarks : The Product conforms to ND/
lNpumeuanse: Mpopykr cooreercTeyeT TpeGorausmM HJT

Conclusion : APPROVED /
Zararwaenue: OJIOBEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
MoaroropneHo: o [Mpoeepeno: ~_ | Onobpeno: Me p/ PykoponHTens
Pardeep Kumar _ ’ Himesh ar —| Ajay Sharma

Print Date / Print Date / Print Date /

JHara: 17.02,2021 Hara: 17.02.2021 Hara: 17.02.2021

Repistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@dreddys.com
CIN: LB5195AP 1 984PLCO0450T

www.drreddys.com



Dr.Reddy’s Q:‘.'."

CERTIFICATE OF ANALYSIS

CEPTHOHEKAT AHAJIM3A

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

Hpoaywer: Keropon™ Dienpece (ketoponak) tabnerku, OMeneprupyemeie B nonocty pra, 10 mr

Batch No/ : V2100163 Batch Quantity / : 252,000 KG

| Cepra Na Obbem cepun

Analytical Report No / : 890001503903 Date of Analysis / : 160.02.2021
AHAJMTHYECCKHHA 0TueT No aTa aHanuia

Date of Manufacture / : Jan-2021 Date of Expiry / + Dec-2022

Jara nponisogcrea I"ogen go

Analysis performed according ND / Anamn: nposenen no HJI: JI1T-004929-011119 4|

Paged of 6/ Crp. 4 n3 6

| I:fr: Test / Mokazarens Results / Pesyabrate Specification / Hopma
5 Disintegration time / 00 min 31 sec / 00 mun 31 cex Not more than 3 min / He Sonee 3 mun

PacnanaemocTs

[ Dissolution / Pacrsopenue

Unit-1/ Tabn-1 100 %4
Unit-2 / Tabn-2 98 %
Unit-3 { Tadn-3 1103 %
Unit-4 / Tabn-4 08 %
Unit-5 / 'abn-5 101 %
Unit-6 / Tabn-6 101 %

Not  lese  than Q)  of
CisHisNOs*CaH | NOs (ketorolac
tromethamine) in 15 min / He menee

T3 %

75 % {m C'ﬁHIHNﬂ‘i"CmHuNﬁ}
(KETOPAAAKA  TpOMETAMMH)  'epes
15 mun

7 Fineuess ol DHsperslon/
AucnepenocTs

Complies [ CnoreeteTeyeT

A umform suspenscion poosing through a
710 pm sieve is formed. / OGpasyerca
OOHOPOOHAR CYCNEH3IHA, NPOXOAALLAL
CKBO3b CHTO C PasMepoM oOTBEpCTHE
T10 MEM.

8 Related impurities / PoacTeennsie npumecy

ketorolac 1-hydroxy analog /
l-regpokcHaHanor
KETOPONAKA

ketorolac 1-keto analog/
l-keToananor KeTopoaaKa

Any unidentified impurity /
SAHHHYHAS
HEHIEHTHHLIHPOBANHAR
npHMect

Not Detected

Not more than 0.5 %/ He Gonee 0.5 %

0.06%

Mot more than 0.5 % / He Gonee 0,5 %

0.04%

Not more than (1.5 %/ He Gonee 0,5 %

Remarks : The Product conforms to NDY
Ilpumeuanse: [TpoaykT cootreteTRYeT Tpeboranuam HJI

Conclusion : APPROVED /
Jaknw+enne: OJOBPEHO

Prepared by / Checked by / Approved by: Mapager/Executive /
[MoaroTosneHo: ) Iposepeno: Ounobdpeno: Me: ep/ Pykosonurein
Pardeep Kumar C:v[—/ Himesh‘lf_i_mgr_jr__.__:l Ajay Sharma

Print Date / Print Date / Print Date /

Jara: 17.02.2021 Hara: 17.02.202]1 Hara: 17.02.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills,

Hyderabad - 500034, A P, India

Tel: 91 40 4900 2000, Fax: 91 40 4900 2899, Email: mail@drreddys.com

CIN: LES195AP1984PLCO04 507
www. drmeddys.com



Qe
Dr.Reddy’s ‘;‘ CERTIFICATE OF ANALYSIS

CEPTH®HEAT AHATTH3A

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

MpoaykT: Ketopon™ Bkenpece (ketoponak) TabneTku, AMCneprapyeMele & nonoctu pra, 10 Mr
Batch No / : V2100163 Batch Quantity / 1 252,000 KG
Cepna Ne Obnem cepun

Analytical Report No / : 890001503903 Date of Analysis/ : 16.02.2021
AHANHTHYECKHA oTaeT N Hata anannza

Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2022
JaTa npoH3IBOICTEA I'onen a0 "

Analysis performed according ND / Ananms nposeaen mo HJ1; JIIT-004929-011119

Pape S of 6/ Crp.5u3 6

[ Mo

Ne Test [ lokazaTens Results / PeayabraTsi Specification / Hopma
Toatal impurities / 0.1 % Mot more than 1.0 % / He Gonee 1,0 %
CymMma npUMecei

9 | Water/Bona 23% Not more than 7.0% wiw /

He Gonee 7,0 %

10 | Residual solvents by GC/ OcraTounkle 0pranH4eckKue pacTROPHTETH

Isopropyl alcohol / 13 pg/Tab Mot more than 350 ngitab /
Haonponanon He donee 350 mer g TafineTke

11 Microbial enumeration tests / Mukpoduoaornueckas YMeTora

a) Total Asrobic Microbial Less than 10 CFU/g / Mot more than 1000 CFU/g /
Count / O6wee uncno Menee 10 KOEr He Gonee 1000 KOE/r
AIPOBHEIX MHKPO-

OpTEHH3IMOB

b} Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / OGee Menee 10 KOE/r He Gonee 100 KOET

Mo JAPOHCHERLIN H
TIECHERLIX TPHOOR

¢} Escherichia Coli Absent in 1 gram / Shell be absent in | gram /
Oreyrereyerp 1T OTeyTeTeNe B 1
12 | Uniformity of dosage units / 42 Acceplance value (AV) not more than
OnHOpOIHOCTE 15.0 f TIpHemosHoE 3HAYEHHE (AV) He
ADIHPORAHHE Gonee 15,0.
Remarks ; The Product conforms to NI/ Conelusion : APPROVED /
Ipuneyarue: [IpogykT cOOTBETCTEVET Tpebosanmam HIT Jaxawuenne: OJJOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroenexo: . [Mposepeno: Onpobpeno: Me ep / PykoBognTens
Pardeep Kumar  _ [ Himesh KM Ajay Sharma l@
Print Date / Print Date / Print Date /
Hara: 17.02.2021 Jara: 17.02.2021 JHata: 17.02.2021

Repistered Office: 8-2-3137, Road Mo. 3, Banjara Hills, Hyderabad - 500034, A P, [ndia
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: LES195AP1934PLCO04507
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYS1S

CEPTHOHKAT AHAJH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon™ Jkc npece (kevoponak) TaéneTkn, aucneprupyeniie & nonoct pra, 10 mr

Batch No / : V2100163 Batch Quantity / : 252.000 KG
Cepna Ne O0bem cepun

Analytical Report No / : 890001503903 Date of Analysis / : 16.02.2021
AHANNTHYECKHI 0TueT No Jara ananuza

Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2022
Hara nponssogcrea

ll"unelt A0

Analysis performed according ND / Ananns npopenen no FJI: JITT-004929-011119

Page 6 of 6/ Crp. 6 3 6

No

Mo Test / MokazaTeis

Results / PesyanTaTh

Specification / Hopma

13 Assay [ KonnuecTeenHoe
O peleTeHHe

10.2 mg/ 10.2 mr
(101.6 %)

From 90mg to 11.0mg of
CisHpsNOaCaHy N0y {ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / O 9.0 mr
o 1L0mr  CysHiaNO3CaH ) NOy
(keToponaxa TpoMeramuu) (o1 90,0 Ko
110,00 % o1 3a98neHHOTO KOMHMECTEE) B
TabneTxe

14 | Butylhydroxyanisole
content  /  CogepsanHe
Gy THIIrHIPOKCHAHK301A

00940 mg/tab /
0.0940 mr n TabneTie

Not less than (.042 mg/tab
He menee 0,042 mr s tadnerxe

15 Package / ¥nakoska

10 tablets in a blister of
(PAJAL/FE with
desiccant/HDPE) foil // (PE/AL)
fril 7 hlisters  with  patient
information leaflet in a carton
pack. / Tla 10 walneaoe &
onuctepe w3 (TA/ATITIS ¢
raaronornorirenem/TI2BIT)
thoasrs /1 (TI/ATT) goasrw. o
2 Gnuctepa ¢ HHCTpYKUBEd no
NpHMEHEHHID B nayKy
KAPTOHHYIO.

10 tablets in a blister of (PAJAL/PE with
desiccant/HDPE) foil /f (PE/AL) foil. 1
or 2 blisters with patient information
leaflet in o carton pacle / Ilo 10
Tabnetor B Ganctepe w3 (MA/ANMI ¢
enaronornoturenem/TIZBIT) donsru //
(TI3/AJT) gonern. [o 1 wau 2 GorcTepa
C© WHCTPYKUMeH no NpHMeHeHH) B
NAYKY KAPTOHHYI.

16 | Labeling / Mapkuposka

According to ND [ B cooteetcrenn ¢ HJT

17 | Storage conditions /
Xpaunenne

Below 25 °C. / TIpH Temnepatype He BRILLE 25 °C,

18 | Shelf life / Cpok rogmocTs

2 years / 2 ropa

Remarks : The Product conforms to NDY
Hpumeuanne: [Iponykr coorrercreyer Tpefosanuam HIT

Conclusion : APPROVED /
3axmwouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
lNMoaroTorneno: [Mposepeno: — Onobpeno:; Me ep / PykoroauTens
Pardeep Kumar [ Himesh I&J._m;a.r;,_!/_/—f:ﬂ.jay Sharma

Print Date / Print Date / Print Date /

Hara: 17.02.2021 Hara: 17.02.2021 Hara: 17.02.2021

Registered Office: B-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: LE5195AP 1 984PLCON4 507

www.drmeddys.com



