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Haumenoesarue JIII:
MHH:

Jlexapcmeennas ¢hopma,
¢opma evinycka:

PY Ne, oama:

HII, usmenenue No:

IIpouzeooumens, cmpana:

Aodpec npouzsoocmea:

Cepus No:
Konuuecmeo:

Hama uzzomoenenusi:
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Ketopon®
Keropomnak

pacTBOp JJIsl BHYTPUBEHHOTO H BHYTPUMBILIEYHOTO
BBezieHus 30 mr/mut (amiryna) 1 mot x 10 (6uctep)
x 1 (mayka xapToHHast)
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Dr.Reddy'’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

rdecaddys.com

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular Tnjccnons 30 mg/ml

Hpoaykr: Keropon™ (keroponak) pactsop Ans BHYTPHBEHHOTO ¥ BHYTPUMbILIEYHOrO BBEAEHUA, 30 Mr/mi
Batch No / : V220292 Batch Quantity / : 209090ampules /
Cepnn Ne Ob6bem cepun 209090 amnyn

Analytical Report No /

AHanuTHYECKHH oTueT Ne

: 890001589643

Jlara ananusa

Date of Analysis /

: 04.05.2022

Date of Manufacture /
arta npousBoacTBa

: Apr.2022

T'open no

Date of Expiry /

: Mar.2025

Analysis performed according ND / Ananus nposesen no HJL: JI1-001365-170222

Page 1 0of4/Crp. 1 m34

Nxf Test / [TokazaTens Results / PesynbraTbi Specification / Hopma
1 Description / Onuncanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

TI1po3paunslii GecuBeTHLIT pacTBOp.

/' Ilpospaunmiii OeclBeTHBIH WiH

CBETJIO-)KENThIH pacTBOp.

2 Identification /
MMoanuHHOCTEL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemena
yIAepKMBaHWA OCHOBHBIX MUKOB Ha
XpoMaTorpamMme HCMBITYEMOIO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
YAEpKUBAHUS OCHOBHBIX MUKOB Ha
Xpomarorpamme CTaHIAPTHOIO
pacTBOpa KeTopoJiaka TpoMeTaMHHa
u HanpoKceHa (pasnmen
«KonnuecTBeHHOE Onpe/iesicHHe)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen

(Assay  section) / Bpemena
YAECPIKUBAHHA OCHOBHBIX MHKOB Ha
XpoMarorpamme HCIIBITYEMOTO

pacTBOpa AOMKHbLI COOTBETCTBOBATH
BpEMEHaM YAEepPKUBAHHSI OCHOBHbIX
MHKOB Ha XpoMaTorpamMme
CTaHJapTHOTO pacTBOpa KeTopolaka
TPOMETaMHHa W HanpokceHa (paszesn
«onuuecTBeHHOE ONpee/IeHHER)

3 Clarity / Ilpospaunocrs

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JI0/DKHa NPeBLIIIATh
OIaNeCUEHLIMIO 3TAIIOHA CpaBHeH s 1.

4 Color / UsetrHocTs 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu anuHe BOIHBI
430 =M.
5 | pH 7.23 From 6.9 to 7.9./ 01 6,9 10 7,9.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanue: [Ipoaykr coorsercTByeT TpeGosanusm HJI

3axmouenne: OJIOBPEHO

Prepared by /
IToproroeneno: Ankit

Checked by /
Hpoaepeno@amak‘ nt

>l

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / PykoBoaurens

5]

#’;‘p’\, - Pawan Kumar 47-/

A
Reprint Date /

Hara: 04.05.2022

Reprint Date /
Hara: 04.05.2022

Reprint Date /
Hara :04.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

CIN: L85195AP1984PLCO04507
www.drreddys.com

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

Product : / Ketorol (Ketorolnac) solution for intravenous and intramuscular Injections, 30 mg/ml '
THpoaykr: Keropon™ (keToponak) pactsop ist BHYTPHBEHHOTO H BHYTPUMBILICHHOTO BBeACHHS, 30 Mr/Mn
Batch No / 1 V220292 Batch Quantity / : 209090ampules /
Cepus Ne Obbem cepun 209090 amnyn
Analytical Report No / : 890001589643 Date of Analysis / : 04.05.2022
AHAIHTHYECKHH oT4eT No Hara ananuza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
JaTa npousBoacrea T'ogen no
Analysis performed according ND / Anaaus nposenen no HJI: JII1-001365-170222

Page2 of 4/ Crp. 2 n3 4

6 Particulate matter / Mexannueckue BKIIOYEHHS

6A Visible particles /
Buaumele yactuipl

Complies / CootBeTcTBYET

Should correspond to requirements. /
B cooTtBeTcTBUH ¢ TpeOOBAHUAMMU.

6B Invisible particles /
HeBuauMble 4acTHLR:

Hisnexkaemplii 00bem

1. Particles > 10 pm / 16 not more than 6000 per ampoule /
YacTHi pasmMepom > He Gonee 6000 na amnyny;
10 MM
il. particles > 25 pm/ 01 not more than 600 per ampoule /
4acTULL pasMepoM = He Donee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTeennbie npumecn
Impurity A / Tlpumecs A 0.15% not more than 0.20% / He Gosee
0,20 %;
Impurity B / [lpumecs B Not detected / He o6tapyxkena not more than 0.50% / ne Gonee
0,50 %;
: Less than LOQ (LOQ = 0.033 %) / Hinie
Impurity C / Ilpumecs C MPELEa KOTHYECTRCHHONO ONpeCCHHS not more than 0.50 % / He Gonee
(IMKO = 0.033 %) 0,50 %a;
Impurity D / [Tpumecs D Less than LOQ (LOQ = 0.047 %) / Hue not more than 0.20% / He Gonee
MpeaCna KONMYECTBEHHOTO ONpCACCHHA 0,20 %.
(TKO = 0.047 %)
Any unspecified impurity / Not more than 0.20 % / He Gonee
EQuMHWYHAs HEHAEHTHOULH- 0.08 % 0,20 %.
POBaHHaA MPHMECEH
Total impurities / Cymma 0.23 % Not more than 1.50% / He 6onee
npumMecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee HoMmuHansHoro (1,0 ma)

Remarks : The Product confirms to ND/
[Ipumeyanme: [ponykr cooreercTByet TpeGoanusm HJJ

Conclusion : APPROVED /
3axmoyenne: OJIOBPEHO

Prepared by /
Ioarorosneno: Ankit

Checked by /
Iposepeno: Ra ﬁg{am

! s

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoauTtens
Pawan Kumar /2,

f
Reprint Date /

Hara: 04.05.2022

Reprint Date /
JHara: 04.05.2022

Reprint Date /
Hara :04.05.2022

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2299, Email: mail@drreddys.com

CIN: L85195AF1984PLCC04507
www drreddys.com
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Dr. Reddy's Laboratories Ltd.
formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02

AHamuTHYeCcKHIt oTueT No

CEPTHDPUKAT AHAJIM3A www.drreddys.com
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml I
Ipoaykr: Keropon™ (keroponak) pacTsop /st BHYTPHBEHHOIO M BHYTPMMBILIEYHOTO BBEACHHS, 30 Mr/Mn
Batch No / : V220292 Batch Quantity / : 209090ampules /
Cepus Ne Obbem cepun 209090 amnyn
Analytical Report No / : 890001589643 Date of Analysis / : 04.05.2022

Jara ananusza

JaTa npou3BoacTea

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025

I'osen no

Analysis performed according ND / Ananuz nposegen no HJI: JI[1-001365-170222

Page3 of4/Crp.3n3 4

15-o0ii cepun)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTepuanbhble <=0.725 ED/mr tromethamine. / He Gonee 5,8 E3/mr
IHAOTOKCHHbI KETOponaka TpoMeTaMHHa.

10 Sterility (every 15th batch) / Complies / Crepunen Must be sterile. / JomkeH ObiTb
CrepuibHocTb (A8 KakA0ii CTEPHIIBHBIM.

11 Assay / KoanuecTeennoe
onpejaeJeHue

29.61mg/ 29.61mr From 270mg to 33.0mg of
CisHiaNO; C4H 1NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
o 33,0mr  CisH;NO;C4HINO;
(keToponaka TpoMeTaMMH) B 1 mn.

12 Alcohol content / Dranon

11.70 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

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

ITpumeuanue: [TpoxykT cootetcTByer TpeGoranusam HJL 3akmouenne: OJIOGPEHO

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

[Monroroeneno: Ankit [Iposepero: R; makant* Onobpeno: Menemzkep / Pykosoaurenb
@ ﬁ/ Pawan Kumar 2'3‘—» B

Reprint Date / Reprint Date / Reprint Date /

JHara: 04.05.2022 Jara: 04.05.2022 Hara :04.05.2022

Registered Office: 8-2-237, Road No. 3, 8anjaia Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Emai!: mail@drreddys com

CIN: L85195AP1984PLCO04507
www drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Mpoaykr: Ketopon®™ (keToponiak) pacTsop /u1s BHYTPHBEHHOI'O ¥ BHYTPUMBILUEYHOO BBEAEHMS, 30 Mr/MA
Batch No / : V220292 Batch Quantity / : 209090ampules /
Cepus Ne Obnem cepun 209090 amny
Analytical Report No / : 890001589643 Date of Analysis / : 04.05.2022
AHANHTHYECKHIT oTyeT N2 Hdara ananusa

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
JlaTta npou3BoacTBa I'open po

Analysis performed according ND / Ananus uposegen no HJI: JI[1-001365-170222

Page 4 of 4/ Crp. 4 n3 4

13 Packaging / ¥Ynakoska 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cut ring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
Ilo 1 wMn B amnynsl u3 | ina carton pack./
CBETO3aLUMTHOIO crekna | ITo 1 wmn B amoyasl w3
kopuunesoro kinacca I (USP). B | cBere3aliMTHOro cTek/ia KOpHYHEBOTO
BEPXHEHl YacTH amIysbl HAaHECEHbl | HIM  TEMHO-KOPHYHEBOro  LBETa
KONbUO H TO4Yka s pasnoma. Ha | xnacca I (USP). B Bepxued uactu
aMIyJly HAKJIeMBAIOT ITHKETKY. amIynbl HaHeCeHbl KOJIBLO H TOYKa
[lo 10 ammyn ¢ WHCTpykuMell mo | ans pasnoma. Ha amnyny HakneBaioT
MPHMEHEHHIO NOMELIAIOT | 3THKETKY.
B [IBX/aniomunueBsiii 6nuctep. [To 10 amnyn ¢ wuHCTpYKUMEH no
[To 1 6aucTepy B mayKy KapTOHHYIO. MPUMEHEHHIO NOMeLAIoT
8 [IBX/amomuuueBslii 6nucrep.
[To 1 GaucTepy B Nauky KapTOHHYIO;
IUld  cTauMoHapos: Mo 2, 3, 5
GJIMCTEpPOB B NaYKY KAPTOHHYIO.
14 Labelling / Mapxuposka According to ND / B cooretcteuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3awpmeHHOM
XpaHenue OT CBETA MecTe NPH TeMIepaTtype He Bbie 25 °C. He 3aMopaXHBath.
16 Shelf-life / Cpox roanoctn 3 years. / 3 ropa.

Remarks : The Product confirms to ND/
ITpumeuanue: [Mpoaykr cootsercTayet Tpebosanmuam HJl

Conclusion : APPROVED /
3axkawuenue: OJIOBPEHO

Prepared by /
ITonroroeneno: Ankit

A

Checked by /
Iposepero; Ramakant

@\»\U&

Approved by: Manager/Executive /
Opnobpeno: Menekep / PykoBoauTens

Pawan Kumar )27
e il

Reprint Date /
Hara: 04.05.2022

Reprint Date /
Hara: 04.05.2022

Reprint Date /
Jara :04.05.2022

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 ccm

CIN: L85195AP1384PLCC04507
weessdrroddyc.com



PEAEPAALHAS CAMNYEA NO HAAZOPY

B LOPEPE 3APABOCXPAHEHHA

«CeefieHnA o BBOAE B rpaxaaHckmii o6opoT B Poccuitckon defepaumm NeKapCTBEHHbIX
CPencCTB Mo coCcToAHWUIO Ha 14.07.2022 13:26»

Omuctepsi (1), mauku KapToHHBIE/ ~

JlaGopatopuc Jitg

Huaus

JlaGoparopuc"

Opraunsanus,
JlaTa BHecenus B Ipoussogurens Crenennsn o Homep Homep, nara
Hopmaruenas BBINYCTHBINAA B
AHC Toprosoe HauMeHOBaHHe (BBIMYCKAWIMHH Crpana CTaguax cepumn, pPa3peieHHs Ha
JOKYMEHTAIHS IPOKJAAHCKHIA
Poc3npaBnagzopa KOHTPOJIb) NPOH3BOJICTBA NAPTHH HJII
obopoTt
Ketopon®; pacTBop isi BHY TPHBEHHOTO I-p Pemmit'c
I 3 - ¥ "p. '
18.05.2022 RTETDMRCICEN BaCHERi 30 f-p Penmi’c Mims | Jaopatopuc Jira, | /M-001365-170222 | ©CO "Ap. Peannc V220292
mr/ma 1. (1 son), amnyas (10),




