Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon®™ Dkenpece (ketoponak) Tabnerk, JMCNEPIHPYEMbIE B TOJIOCTH pTa, 10 Mr
Batch No / : V2101088 Batch Quantity / : 252.000 KG
Cepus Ne Ob61bem cepun
Analytical Report No / : 890001530798 Date of Analysis / : 25.06.2021
Ananautuyeckuii oryer Ne Jara anannza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
JlaTa mpou3BoacTBa T'onen xo
Analysis performed according ND / Ananus nposeaen mo HJI: JI1-004929-011119 |

Page1 of 6/ Crp. 1 u3 6

i.:) Test / ITokazatenn Results / PesyabTaTsl Specification / Hopma
1 Description / Ouucanne Light yellow round flat beveled Light yellow round flat beveled tablets

tablets with "|" debossed on one
side. / Kpyrimsle, miockue
TabncTiH ¢ dackoii, cBcTIIO-
YCOJITOrO LIBCTA ¢ TPABHPOUBAGH
«» Ha omHOM cTOpOHE.

with "|" debossed on one side. /
Kpyrnwie, mnockue TabineTku ¢ packoi,
CBETJIO-KEN 101V UBETY ¢ I'PABUPOBKOM
Wy Ha UAHUM LiupUHE.

2 Identification / lloanuuuocTs

Ketovolac / Kemoponax

a) ByUV/

Y& suunpudurumerpis

Complies / CooTBeTcTBYET

UV spectra of the test solution and
kelorolae  {romethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnextpr
TOMIOWEHES HCTBITYEMOTO PACTROPA H
pPacTROpa  cTalgapTiioro  odpasua
KEeToponaka TpOMETaMHHA JOJDKHBI
HUMEeTb MaKCHMYMBI NPH OJHOM U TOH e
TR kiviHeL (2 W),

Remarks : The Product conforms to ND/

[pumeyanue: IIponykt coorBeTcTBYeT TpeGosanusim HJT

Conclusion : APPROVED /
3axawuenne: OJIOGPEHO

Jara: 25.06.2021

Hata: 25.06.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroroeneHo: - Ipogepeno: Onobpeno: Menemkep / Pykosoaurens
Pardeep Kumar QL HimesW Pawan Kumar

- b G
Print Date / Print Date / Print Date /

Hara: 25.06.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel:91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Dkcnpece (ketoponak) TaGneTku, JAUCTIEPTHPYEMBIE B IIOJIOCTH pTa, 10 Mr
Batch No / : V2101088 Batch Quantity / : 252.000 KG
Cepns Ne O6bem cepun
Analytical Report No / : 890001530798 Date of Analysis / : 25.06.2021
ARannTHyeckmii orger Ne Jara anannza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
Jara npousBoacTea T'onen no
Analysis performed according ND / Anasmz nposenen mo HJI: JIT1-004929-011119
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No

No Test / Iloka3zaTeanp

Results / PesyabTaTnl

Specification / Hopma

b) By HPLC / BOXX

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 yuepxuBaHua
OCHOBHOIO INHKa Ha XpOMarorpamme
UCIILITYEMOTO  PacTBOpa  JOJDKHO
COOTBETC L BUBA I BpeMeHH
YAEpXKMBAaHHA OCHOBHOFO IIHKAa Ha

XpoMaTorpamme pacTBopa
CTaHAAPTHOro obpasua KeToponaka
TpOMeTaMUHa (pazmen

«Konu4uecTBEHHOE OTIpedeneHue»).

Remarks : The Product conforms to ND/

lIpumeuanue: TponykT cooTsercTeyer Tpebosanusm HJI

Conclusion : APPROVED /
3akmovenne: OJJOBPEHO

JHara: 25.06.2021

Hara: 25.06.2021

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneHo: IIporepeno: OnobpeHo: Menemxkep / PykoBoaurens
Pardeep Kumar Himesh Kumar §__’_,9 Pawan Kumar

sl Kugar ( 8
Print Date / Print Date / Print Date / I

Jara: 25.06.2021
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Dr. Reddy’s ‘.O. CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dkenpecce (ketoponak) Tabnerkn, Jucneprupyemble B NojaocTy pra, 10 Mr
Batch No / : V2101088 Batch Quantity / : 252.000 KG
Cepns Ne Obnem cepun
Analytical Report No / : 890001530798 Date of Analysis / ¢ 25.06.2021
AnanuTHueckHit oTyer No Jara anajuza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
Jdara npon3Boacrea I'open no
Analysis performed according ND / Ananus nposeaen mo HJI: JITT-004929-011119

Page3 of 6/ Crp.3 u3 6

Test / IlokazaTejib Results / Pe3yabTaTnl Specification / Hopma

No
No
3 Identification Complies / CootseTcTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuuHoOCTH butylhydroxyanisole peaks on the
OYTHATMAPOKCHAHU30 chromatogram of the test solution
should correspond by the retention limes
to  2-butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
staudard sulution
("Bulylhydroxyanisole content”
section). / Bpemena yaepKuBaHHA
NMKOB  2-OyTHJITHAPOKCHAHH30Na U
3-OyTUIrHAPOKCHAHH30Ia Ha
XpoMarorpamme HCIIBITYEMOTO
pacTeopa [JOJDKHBl COOTBETCTBOBATH
BpeMeHaM yIEPKVBaHUA [TMKOB
2-0yTUNTHAPOKCHAHU30NA U
3-0yTWITHAPOKCHAHM301d Ha
XpoMaTtorpaMmme pacTBopa
CTaHAapPTHOTO obpazua
OyTHITHIPOKCHAHN30/1a (paznen
«Copepxanue
OyTHITHAPOKCHAHHU30IIAY).

4 Average weight / Cpeauss 69.1 mg/69.1 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot167,2 Mr 1o 72,8 Mr (70,0 Mr+ 4,0 %).

Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOPOAHOCTD Macehl 2/20 tablets - not more than + 20 % /
18/20 Tabnerok — He Gomee +10%
2/20 Tabnerok — He 6onee + 20 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIponykr coorsercTByeT Tpebosanuam HJ{ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IToarotogrneHno: Iporepeno: Ono6peno: Meunemkep / Pykosoaurens
Pardeep Kumar T__L_ Himeshél_g@j_s.’/\——' Pawan Kumar g;
!

T

Print Date / Print Date / Print Date /
Jara: 25.06.2021 Hara: 25.06.2021 Hata: 25.06.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PL.C004507
www.drreddys.com



Dr.Reddy’s Q’f"

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon® Dkenpece (keToponak) TabaeTKH, JUCIEPrupyeMble B MOJOCTH pra, 10 mMr

Batch No / : V2101088 Batch Quantity / : 252.000 KG
Cepun Ne O6Bem cepun

AHanuTHYecKUi oTyeT No

Analytical Report No / : 890001530798 Date of Analysis / : 25.06.2021

Hdara ananmsa

Jara npousBoacTea

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023

Tonen no

Analysis performed according ND / Ananus nposexen mo HJI: JITT-004929-011119
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i.oo Test / [TokazaTens Results / PesyabTaTsl Specification / Hopma
5 Disintegration time / 00 min 17 sec / 00 mun 17 cex Not more than 3 min / He 6onee 3 Mun
Pacnaxaemoctsn
6 | Dissolution / PacTBopenne Unit-1/ Ta6n-1 105% | Not less than 75% (Q) of
. Ci1sHsNO3*C4H 1 NOs (ketorolac
Unit-2 / Tatn-2 L tromethamine) in 15 min / He Menee
Unit-3 / Taba-3 106 % 75%  (Q)  CisHisNO3*C4H 1NO;3
I (keToponaka  TpoMeTamMH)  yepes
Unit-4 / Tabn-4 160 % 15 MuH
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 95 %
7 Fineness of Dispersion/ Complics / CooTBeTcTBYET A uniform suspension passing through a
Jncuepinucis 710 um sleve 1s formed. / U6pasyercs
OJIHOpOZHAsA CYCTEH3Hs, NpPOXOIAllas
CKBO3b CHTO C DPasMEpPOM OTBepCTHIt
710 mim.
8 Related impurities / Poncreennsie npumecu
ketorolac 1-hydroxy analog / BDL (Disregard Area 965) Not more than 0.5 % / He Gonee 0,5 %
1-ruapoxcuananor
KeToposiaka
ketorolac 1-keto analog/ 0.12% Not more than 0.5 % / He Goutee 0,5 %
1-KeToaHaNOr KeToposiaka
Any unidentified impurity / 0.04% Not more than 0.5 % / He Gosee 0,5 %
eIUHUYHAS
HeuAeHTUHULIMPOBaHHASN
NpUMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Ipumeuanue: IIponykr coorserctByer TpeGopanuam HJJ 3akmwuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoxrorosneHo: IIpoBepeHo; Onobpeno: Menemkep / Pykosoauress
Pardeep Kumar D£: Himeslklgmnars—’—*f“—?awan Kumar {f?
Print Date / Print Date / Print Date /
Hara: 25.06.2021 Jata: 25.06.2021 Hara: 25.06.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropon® Dxcnpece (keToposiak) TableTKH, UCIIEprUpYeMble B IIOIOCTH pTa, 10 Mr

Batch No / : V2101088 Batch Quantity / : 252.000KG

Cepus No

O0nem cepun

Analytical Report No / : 890001530798 Date of Analysis / : 25.06.2021

AHanuTHyeckuii oTuer Ne

JaTta anaymza

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023

Jata npoussoacrea

T'ogen no

Analysis performed according ND / Aunasnus nposegen mo HJ: JII1-004929-011119

Page5o0f6/Crp.5u36

i}: Test / IMokasaTens Results / PesynbraTnl Specification / Hopma
Total impuitics / UL Yo Not more than 1.0 % / 1le Gonee 1,0 %
Cymma npumeceit
9 Water / Bona 23 % Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OeTaTodnbIc OPramHYCCKHC PACTBOPHTCAM

Isopropyl alcohol /
Hzonponanon

18 pg/Tab Not more than 350 pg/tab /
He 6onee 350 Mkr B TablieTke

11 Microhial ennumeration fests /

MukpofunInruvecKas YuerTaTa

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1wee yncno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OPraHu3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / OGitiee Menee 10 KOE/r He Gonee 100 KOE/r
YHCI0 OPOHOKEBRIX U
TUIECHEBEIX IPUOOB
c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcytetByerB 11 OtcyrctBHEe B 1 T
12 Uniformity of dosage units / 7.4 Acceptance value (AV) not more than
OaHopoaHoCTH 15.0 / TlpuemMouHoe 3Hauyenue (AV) He
JI03HpPOBaHMA 6onee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Ipumeuanue: IlponykT cooTBeTcTByeT TpeboBanmam HJ 3akmouenne: OJJIOBPEHO
Piepared Ly / Checked by / Approved by: Managor/Exocoutivo /
Iloaroroenexo: Ilpoeepeno: Onobpeno: Menemkep / PykoBoautens
Pardeep Kumar c::i:——— Himesh M”Fawan Kumar g\/
Print Date / Print Date / Print Date / "
Hara: 25.06.2021 Jara: 25.06.2021 Jara: 25.06.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Red dY’S ‘.0. CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpece (keToponak) TabneTky, AMCHEPrUPYEMBIE B TIOOCTH pTa, 10 Mr
Batch No / : V2101088 Batch Quantity / : 252.000 KG
Cepus Ne Oobem cepun
Analytical Report No / : 890001530798 Date of Analysis / : 25.06.2021
AHanuTHYecKHil oTuer No Jarta ananuza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
Jdara npousBoacTBa T'onen no
Analysis performed according ND / Anaius mposegen mo HJI: JII1-004929-011119

Page 6 of 6/ Ctp. 6 M3 6

.1;? Test / IlokasaTens Results / PesyabTaTsl Specification / Hopma
13 | Assay/KoandecrpeHHoe 99 mg/9.9 mr From 90mg to 11.0mg of
onpenesieHue (99.1 %) Ci5HisNO3*C4H 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
pile] 1 1,0 Mr C15H13NO3'C4H1 1NO3
(xetoponaka tpomeramun) (ot 90,0 no
110,0 % oT 3asBNIEHHOTO KOJUYECTBA) B
TabneTke
14 Butylhydroxyanisole 0.0939 mg/tab / Not less than 0.042 mg/tab /
content / ConepxaHue 0.0939 mr B Tabnerke He menee 0,042 mr B Tabnetke
OyTHJITHIPOKCHAHU30/1a
15 | Package/ Ymakomka 10 tablets in a blister of | 10 tabletsin ablister 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 Giucrepe u3 (ITA/AJIVIID ¢
pack. / Ilo 10 Tabnerox B | Biaronornorutenem/IIOBIT) donbru //
6aucrepe u3  (I[TAJAJVIID ¢ | (IID/AJD) donbru. Tlo 1 unu 2 6nucrepa
prnaronornorurenem/I[1IBII) C MHCTPYKIMEH 10 MPUMEHEHHIO B
¢ounbru // (IID/AJ) doneru. ITo | mauky KapTOHHYIO.
2 bnuctepa ¢ WHCTPYKIMEH IO
MPUMEHEHUIO B nayKy
KapTOHHYO.
16 Labeling / MapkupoBka According to ND / B cootsetcTeun ¢ HJT
17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bbiie 25 °C.
XpaHeHue
18 Shelf life / Cpok roanoctu 2 years / 2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: IpoaykT coorBercTBYeT TpeboBanusm HJT 3akaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrotosneno: = Ilposepeno: Onobpeno: Menemxkep / PykoBonuresnn
Pardeep Kumar r;fl Himesh M[A_’—/—'_:Pawan Kumar SZ

Print Date / Print Date / Print Date / '

Jlata: 25.06.2021 Jara: 25.06.2021 Jara: 25.06.2021
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