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_ CEPTHO®UKAT AHAJIU3A
B! iSFB—dﬁct ./ Ketorol (Ketorolac) qoluué;lmfdﬁntravenous and intramuscular mjectmns 30 mg/ml

| Opoaykt: Ke"rouon ' (xeTOpONAK) PacTBOP A/ BHYTPHBEHHOI'0 M Hil\ TPItN iblLIEHHOrO BBENCHMS, - 30 mr/mn 1
Batch No/ : V230408 ‘Batch Quanuty/ s 272107 ampules {
!Cegiin Ne ) . 1 O6nem cepuu 272727 amnyn ]
Analytical Repm‘t No/  : 890001667246 iDate of Analysis / : 31.05.2023 '
AHaIATHYECKHH OTHET Ne L EI[aTa AHAIH3A .
[Date of Manufacture / : May-2023 Date of Expiry/ Apr~2{}26 1
\JIaTa HPON3BOACTEA \Conen no o )

‘Analysm performed accordmg ND / Arajn3 ¥ pqﬁer{eﬁ mo H1: HH 001365 5-170222 _ -
‘ f’" lofS/”{“:_;; 1 1135_”

1;: Test / [TokasaTens ! Results / PesyabTaTnl Specification / Hopma
1 ll")‘észripti(;n / Onucaune Clear pale yellow solution. / | Clear colorless to pale yeliow solution.
[Ipo3apaunsiit cmeTno-menthiii |/ [Ipospaunbifl  GecuBETHRIH MIH
5 PacTBop. CRETNO-KENThIH PACTBOP. |
2 | Identification / “The refention times of the main | The retention times of the main peaks
[TopAHUHHOCTE peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemera (Assay section) / BpemeHa
YUEpKMBAHUA OCHOBHHIX NHKOB Ha . YICPKHMBAHWA OCHOBHBIX ITMKOB Ha
XpOMAaTorpaMme HCTIBITYEMOIO | XPOMATOTPaMMe UCTILITYEMOTO
pAacTBOpa COOTBETCTBYIOT BpEMEHAM ~ PAcTBOPa JOJDKHAL COOTBETCTBOBATD
yAepKUBAHHA OCHOBHLIX ITHKOB Ha | BpemeHam yaepXWBaHWi OCHOBHbLIX
XpOMaTorpamMme CTAHEAPTHOrO | MHKOB Ha XpomMaTorpaMme
pacTBOPA KETOPONIAKA TPOMETAMWHA | CTAHIApTHOTO pacTBopa KETOpOTaKa
" HanpoKceHa (pasmen | TpOMETAaMHHA W HANpOKCEHA (pasnen
«KonuiecTREHHOE ONPEAENEHHEN) «KOHUECTREHHOE ONIpeeNieHNeN)
I3 Clarity / TIpo3payHocTb Complies / CooTBeTCTBYET The opalescence of the sample should
| not exceed opalescence of reference !
! suspension I. / OnanecneHums
Tpenapara He KOJKHA IIPEBBIIIATE
g ONANEeCUEH LIMIO ITalIoHa CpaBHeHPUI L
4 ‘ Color / llgeTHOCTH 0.04 " Not more ‘than 0.20 at 430 nm. /-
i He 6onee 0,20 npu [U1kHe BOJHb
430 Hwm.
|
e pH 7.38 From 69 t0 7.9./0169107.9.

i _____,__._.—____

Rcﬁlarks The Product contlrms to ND/

| Conclusion : APPROVED 7
INpumeyanue: [TpofyKT COOTBETCTRYET tpebopanuam HI

3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive I
Tloprorosneno: Pardeep lIpesepenp: Himesh Kumar Opnobpeno: MeneLuep / Pykosonurens
Kumar | ' ) + | Ajay Sharma | W
(s AP = o i K _('.f
Reprint Date / Reprint Date / 1 Reprint Date / - T
Jara: 31.05.2023 . | Hara: . 31.95.30%3 Iata: 31.05.2023 ]
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CEPTUHO®HEKAT AHAJM3A
f P;Edua :/  Ketorol { I-{_etofsﬁaz)gso ution for intravenous and intramuscular injections, 30 mg/mlh
‘E podykr: Kempon (KeToponak) pacTBOp AN BHYTPHBEHHOIO W BHYTPHMbILICYHOTO BREACHHS, 30 mr/ma |
iBatchNo / : V230408 Batch Quantity / : 272727 ampules /

.Cep ¥ Ne T S L Obbem cepuu 272727 amnyn

'Analytical Report No / : 890001667246 Date of Analysis / : 31.05.2023
'AnaJmrigecknif oTuer Ne Hara ananmsza o
iDate of Manufacture / : May-2023 |Date of Expiry / : Apr-2026 N
I[a-ra L IPOM3BOACTBA T Togen no

Analysm‘ performed accordmg ND / Ananu3 HDOBCIIEH no HI{ JIIT: 001 365- 170222

ac20f5/Cip.2m5

6 Particulate matter / MexanuuecKue BKIHYEHUS

6A V_igigle—;;;ﬁﬁ;s / g Complies / CooTBeTcTBYET ¢ Should correspond to ré-qujrer.flé;{:s. /
| BuaumMble YACTHLIbI | B cooTBETCTBHH ¢ TpebGOBAHHAMH.
6B | Invisible particles/ o o —
HeBuaumbie 4ACTHLBI: t
! i Particles> 10 pm/ 13 | not more than 6000 per ampoule /
‘ YacTHIL pasMepoM = He Gonee 6000 Ha aMnyny;
10 MrM
il. particles> 25 um/ 01 I not more than 600 per ampoule /
| YaCTHL Pa3MEPOM > He Gonee 600 Ha ammyny.
| 25 MKM i '
7 | Related substances / PcacTBeHnbie npnmecﬁ ------ o o S . i
" Impurity A / [Tpumecs A T T 0.14% ~ 77| not more than 0.20% / me Gonee
0,20 %; |
: - Below LOD (LOD = 0.014 %) / s
, Impurity B / Tlpumecs B Hixe npenena obHapyxenus (10 not more than 0.50 % / nHe Gonee
=0.014 %) 0,50 %;
Impurity C/ Ilpumecs C |  Below LOQ (LOQ=0.033%)/ not more than 0.50% / He Gonee
- Huxe npenena KOJgHIECTBEHHOTO 0,50 %;
- o | ompeaeneRus (ITKO = 0.033 %) o
| Impurity D / ITpumecs D | not more than 0.20% / He Gonee

Below LOD (LOD = 0.014 %) / 0,20 %.
Huxe npepena obnapyxenns (10

=0.014 %)
" —_ S — OAN e e AT e T
Any unspecified impurity / HBciow LOQLOQ . 0.050%) { | Not more than 0.20% / He Gonee
R S HKe TIpeena KONMHIecTReHHOro 0.20 %.

onpenenenus (ITKO = 0.050 %)

1 POBEBHHAS PUMECH

Remarks : The Product confirms to ND/ | Conclusion : APPROVED /
Tpumesanue: [IpoayKT COOTBETCTBYET TpeGOBAHHIM HA Jaxmouenne: OJOBPEHO .
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosineHo: Pardeep Tp 'BepGHO: Himesh Kumar | Ono6pero: Mene 1kep / PyxoBonutens
Kumar . . : s Ajay Sharma  / h

[ B b §
Reprint Date / Reprint Date / Reprint Date /
JHara: 31.05.2023 Jara: 31.05.2023 JHara: 31.05.2023
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIVM3A

Product : / . Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml -

Hpoayxr:  Ketopon™ (keToponak) pacTsop 4/1s BHYTPHBEHHOIO W BHYTDHMBILLEYHOTO BBEACHHS, 30 mMr/mn -
BatchNo / : V230408 Batch Quantity / : 272727 ampules /
| Cepss No _ o 'Obnem cepuu 272727 amnyn
Analytical Report No / : 880001667246 Date of Analysis / : 31.05.2023
Anasurndecknii oryer Ne . _ Naraamanuza
| Date of Manufacture / : May-2023 ‘Date of Expiry / : Apr-2026

Jlara Ipou3BoJcTBA Topen no e
" | Analysis performed according ND / Apanus nponemn mo HJL: JIII- 001365- 170222

30f5/{v|r 3H3S

"1 Total impurities / Cymma 1 0.14 % [ e o He Gonee
npumecei i 1,50 %.
1_‘ 8 | Extractable volume/ T 1.1ml/ 1.1 mn | Not less than label claim (1.0 mL)/ 1
Hssnexaemblii 00bem He menee Homuuaneroro (1,0 mu)

9 | Bacterial endotoxins / ==y " <=0.725 EUmg / Not more than 5.8 EU/mg of ketorolac
BakrepuaibHble <=(0.725 E3/mr tromethamine. / He Gonee 5,8 ED/mr
IHAOTOKCHHLI KeTOPOJIAKA TPOMETAMHHA.

10 Sterility (every 15th batch) / | NA Must be sterile. / JoMKeH ObiTh

1 15-o# cepuu)

% 11 EAssayiI{mmqu‘aﬂ*mmnoe
| onpenelieHHe

CrepuibHOCTE (AR KARNOH

29.60 mg/ 29.60mr

From

CTEPHIILHLIM.

27.0mg to 33.0mg of
Ci5H13NO3- C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mMr
pile] 33,0 Mr C15H[3NG3'C4H11NOJ

(keTopomnaka TpoMeraMmuH) B 1 Mi,

12 Alcohol content / ItaHon 1127% From 10.60 % to 12.60 %. /
| B : B ?T 19,69 % 1o 12,60 %. _

“Remarks : The Product confirms to ND/ "~ Conclusion : APPROVED / -

ITpumeuanue: IIpoaykT cOOTBETCTBYET rpebosanusM HI{ 3akmouenne: ONOLPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
| Tlogroroenero: Pardeep [Mposepesio: Himesh Kumar | Ono6peno: Meregxep / Pykosonurens
- Kumar \ ) .| Ajay Sharma hi‘

Reprint Date / Reprint Date / Reprint Date /

Hara: 31.05.2023 Jara: 31.05.2023 Hara: 31.05.2023 ]

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CEPTHOHKAT AHAJIM3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
{ ipomyxT: _ Keropon™ (keroponak) pacTBop iisi BHYTPHBEHHOrO H BHYTPHMBILUEUHOTO BBeAEHAA, 30 Mr/mn m
Batch No/ : V230408 |Batch Quantity / : 272727 ampules /
Cepra Ne I . . 1Obwem cepum _ 272727 amnyn )
Apalytical Report No / : 850001667246 Date of Analysis / : 31.05.2023
AnangTHueckyi oTuer Ne o Jara ananuza "
"Date of Manufacture / : May-2023 iDate of Expiry / ¢ Apr-2026
JlaTa apoM3BOACTBA __{Topen xo o

Analysis performed according ND / Apanns nposenen no HJI: JITT-001365-170222
L o . PagedofS5/Cip.4m35
13 Packaging / ¥Ynaoska 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 cutring 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. l
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
[lo 1 mMa B avmmynst w©3 | ina carton pack./ i
CBETO3ZAUTHTHOTO crekra  JTlo 1 mn B aMnynsl 3

, kopiinesoro xnacca I (USP). B CBETO3RWMTHOrO CTEKNA KOPWYHEROTO
BEpXHEH 4acTH amImyNbl HAHECEHBl  HJIH  TEMHO-KODHYHEBOr0  LBETa
! i KONmpLO M TOuka &asA paznoma. Ha | wnacca I (USP). B sepxueil uacTu
| | aMIIyNy HAKJIEHBAKOT STHKETKY. | ammynsl HaHeceHB! KONBLO H TOUKa

| [Tlo 10 ammyn ¢ vHCTpykumelt no  JuisA paszmoma. Ha amnyny HakneusaioT

! NPHUMEHEHKIO NOMEWAKT  ITHKETKY.

| B [IBX/amomunuessd 6nucrep. IIo 10 ammyn ¢ MHCTpYKUue# mo
[To 1 6amerepy B MauKy KAPTOHHY!O. | TIPEMEHEHHIO NOMELLAOT

i B IIBX/antomunnesstii GmucTep.

ITo 1 GnucTepy B Nauky KAPTOHHYIO;
s craumonapos: mo 2, 3, 5
GmHCTEPOB B MUKy KapTOHHYIO.

Tlo 1 6nMcTepy B Na4Ky KapTOHHYIO. !ﬂ

14 WLébelling / Map':c;ipomca N According to ND / B cootsercTsuy ¢ HJI,
15 | Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B samuiiessom
XpaHeHnue OT CBETA MECTE NPH TEMIEPATYpe He Bbilue 25 °C. He 3amMopaxuBaTh.

16 2 Shelf-life / Cpok roasocTH i 3 years./3 roma. ]
Remarks : The Product confirms to ND/ T Conclusion : APPROVED/ i
Mpuseuanue: [TpogykT COOTBETCTRYET Tpebosanusm HJT 3axmoyenune: OJOBPEHO b
Prepared by / Checked by / Approved by: Manager/Executive / Il

| IToproroeneno: Pardeep [Mposepene: Himesh Kumar | Onobpexo: M crzc_z';li:;p !/ PyxosoauTens
’ Kumar [ : -3 Ajay Sharma i\ i
‘ ' b !
Reprint Date / Reprint Date / Reprint Date /
Jara: 31.05.2023 _| Hara: 31.05.2023 Hara: 31.05.2023 - i
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CEPTHOUHKAT AHATH3A

Product :/  Ketorol (Ketorolac) solution for intravenous and intramuscular mJecnons 30 mé/ﬁﬁ h © g

Ipomyxr:  Keropon® (keroposnak) pacTBop.Ais BHYTPHBEHHOCO W BHyTpHM:,Iweq_Hg_l_jg BBeneHus, 30 mMr/ma
Batch No / : V230408 {Batch Quantity / : 272727 ampules / N
Cepan Ne o i IOGLeM beM cepan 272727 avmyn ;
'Analytlcal Report No/ : 890001667246 Date of Analysis / : 31.05.2023 h '
AnagaTH4ecKu# oTyer No o HJara ananmza !
{Date of Manufacture / " May-2023 Date of Expiry / ¢ Apr-2026 N i
Hara nponsBoncTBa o Topen o L ]

Analysis performed accordmg ND / Ananus npopenen mo HJI; JITI- 001365-170222 ]
f’\lx: SOfoi' I!‘ 51135

Ketorolac tromethamme / Kempeﬂa}ca TPOMETaMHH |

| API name / Haumenopanne AOGC:

' INN/ MHH: - Ketorolac / Ketoponak _
' API manufacturer batch number / f !
1 Homep cepuu nponseonutenn APC: ) | B ) AP}_L_O}OIZS o !

FP Manufacturer API Batch number / | ) i
I . Homep cepuu cyberanauu nponssoaurens LIP: o RGO o

API Manufactured by & country / | Dr. Reddys Laboratories Ltd. Ltd., India/ {
’»ﬂgomaomw&nb A®C, crpaua: I HpPemmutc Jlabopatopuc JITa., Uuaus
"Remarks : The Product confirms to ND/ " T Conclusion : APPROVED / o
t!_11;_)14rvtemamt{fa: IIponykr cooreercrayer TpeGopanusm HJT 3axmogenne: OJOGPEHO

Prepared by / Checked by / Approved by Manager/Exccutwe /

Tloproroeneno: Pardeep [Ipoeepeno: Himesh Kumar | Opobpeno: MeHen.uep !/ PykoBonurens

Kumar \ _m ~» | Ajay Sharma

— . o : _
: .. !

Reprint Date / Reprint Date / Reprint Date / '

| Hara:31.05.2023 | Jara: 31.05.2023 | Java: 31.05.2023 R i
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