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[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml |
Hpoaykr: Kertopon" (keToponak) pacTBOp Uit BHYTPUBEHHOIO W BHYTPUMbILIEYHOTO BBEAEHHS, 30 Mr/Mn
Batch No / : V220705 Batch Quantity / : 272727ampules /
Cepus Ne O61em cepun 272727 amnyn
Analytical Report No / : 890001615399 Date of Analysis / : 13.09.2022
AHanuTH4YeckHi oTyeT Ne Jlara anannza
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025
Jlara mpoM3BOJACTRA I'onen go
Analysis performed according ND / Anasms nposenen mo HJI: JIT1-001365-170222

NNoo Test / [NokazaTennb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.
Ilpo3payHblii 6ecLiBETHBIN pacTBOP. /  Tlpo3pauHblii OecLBETHBIK UMK
CBETJIO-XKENThbIH pacTBOP.
2 Identification / The retention times of the main | The retention times of the main peaks
IMoannuHOCTL 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) / Bpemena | (Assay section) / BpemeHna
yIEepKUBaHUs OCHOBHBIX IIMKOB Ha | YAEpXXKMBAHMS OCHOBHBIX TITMKOB Ha
Xpomarorpamme UCOBITYEMOTO | Xpomarorpamme HCTIBITYeMOTrO
pacTBopa COOTBETCTBYIOT BpEMEHAM | pacTBOpa AOJDKHBI COOTBETCTBOBATHL
yIEp)KUBaHHUSA OCHOBHBIX NMHKOB Ha | BpEMEHaM YIREpXXHBaHHA OCHOBHBIX
XpomaTrorpamme CTaHAApPTHOrO | MUKOB Ha XpomartorpamMmme
pacTBOpa KeTopoliaka TPOMETaMHHa | CTaHAApTHOrO pacTBOpa KeToposaka
Hu HanpoKceHa (pasmen | TpoMeTaMHHA M HanpokceHa (paszaen
«KosnudecTBeHHOE ONIPEAeNeHHE) «KonuuecTBEHHOE ONpenenieHHeE)

3 Clarity / Ilpo3pauHocTb Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuns
npenapara He A0JDKHA TIPEBBIILATD
ONaJIECUEHIIHIO 9TaNOHa cpaBHeHus L.

4 Color / llpeTHOCTD 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu JUIMHE BOJIHBL
430 uM.
5 pH 7.34 From 6.9t07.9./0716,9 no 7.9.

Remarks : The Product confirms to ND/

ITpumeuanue: IIponykT cooTeercTByeT Tpeboanusm HJT

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
IMToaroroeneHo: Ankit

(L

Checked by /
IIpoBepeHo: Pardeep Kumar

”

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosogurens

Amit Kumar /’\ Ey

Reprint Date /
Jata:13.09.2022

Reprint Date /
Jara: 13.09.2022

Reprint Date /
Jara : 13.09.2022

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.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

| Ilpoaykr: Ketopon" (keToponak) pacTBop A1 BHYTPUBEHHOTO 1 BHYTPMMbILLEUHOIO BBEAEHHS, 30 Mr/mu
Batch No / : V220705 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001615399 Date of Analysis / : 13.09.2022
AHAIMTHYECKHI oTueT No Jara ananu3za

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025

Jara npousBojacTBa Tonen g0

Analysis performed according ND / Ananus nposeaen mo HJE: JII1-001365-170222
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6 Particulate matter / Mexannuyeckne BKJIHOYEHHA

6A Visible particles /
Bunymble 4acTHIIb!

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBeTCTBHY ¢ TpeOOBAHUAMM.

6B Invisible particles /
HeBnauMbie 4acTULb:

Below Limit of Detection (LOD = 0.014 %) /
Hinke npeaena obnapyxenns (IO =0.014 %)

i. Particles> 10 um/ 12 not more than 6000 per ampoule /
YacTuu pazMepom > He 6osee 6000 Ha ammyy;
10 mxm
ii. particles > 25 pm / 00 not more than 600 per ampoule /
4acTHUL pa3MepoM > He Gosiee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTeeHHble npumecu
Impurity A / Ilpumecs A 0.14% not more than 0.20 % / He OGonee
0,20 %;
Impurity B / ITpumecs B Below Limit of Detection (LOD = 0.014 %) / not more than 0.50 % / He Gonee
Huxe npencna o6uapyxeuus (110 =0.014 %) 0.50 %:
Impurity C / Ilpumecs C Less than LOQ (LOQ = 0.033 %) / Huxce not more than 0.50 % / He Gonee
npeaena KOMMHCCTBEHHOIO OnpeaCcNCHUA O 50 (y .
(TIKO = 0.033 %) Y 70
Impurity D / IIpumecs D not more than 0.20 % / He Oonee

0,20 %.

Any unspecified impurity /

Not more than 0.20 % / He 0onee

HN3BnexaeMblii 06beM

Less than LOQ (0.059
Enunudnas HeuneHTUHLK- ess than LOQ ( %) 0,20 %.
pOBaHHas IIPUMECH
Total impurities / Cymma 0.14% Not more than 1.50 % / He 6onee
npumecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee nomuuansHoro (1,0 mo)

Remarks : The Product confirms to ND/
[Tpumeuanue: [IponykT cooTBeTrcTByeT Tpebopanusam HJI

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Jlata:13.09.2022

Jara: 13.09.2022

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

ITonrorosneno: Ankit /&( [Mposepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykosogurens
- c_ﬁ/:, Amit Kumar W

Reprint Date / Reprint Date / Reprint Date /

Hara : 13.09.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
 Hpoaykr: Ketopon™ (keToponak) pacTsop A/ BHYTPUBEHHOIO M BHYTPUMbILLICYHOTO BBeACHHS, 30 Mr/mu
Batch No / 1 V220705 Batch Quantity / 2 272727ampules /
|Cepus Ne O6bem cepunm 2727277 amnyn
Analytical Report No / : 890001615399 Date of Analysis/ : 13.09.2022
Anannrudeckuii oruert Ne Jlara ananu3za

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025

JlaTta mpon3BoACTBa TI'ogen mo

Analysis performed according ND / Ananns nposegen no HJI: JIIT-001365-170222
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9 Bacterial endotoxins /
BakTepuanbHble
IHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 EDQ/mMr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He Gonee 5,8 ED/Mr
KETOpoJiaka TPOMETaMMHA.

10 Sterility (every 15th batch) /
CTepuIbHOCTD (VIS KAXKAOI

15-0ii cepun)

Complies / Crepunex

Must be sterile. / JlomkeH ObITb
CTEPUIIBHBIM.

11 Assay / KonnuecTBeHHOe 29.66 mg / 29.66 Mr From 27.0mg to 33.0mg of
onpeneseHne CysH13NOs-CsHiNOs (ketorolac
tromethamine) per 1 mL./ Ot 27,0 mr
ao 33,0 Mr C15H13NO3‘C4H11N03
(xeToponaka TpoMeTaMUH) B 1 M.
12 Alcohol content / ITaHon 11.59 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
ITpumeuanwie: [Iponykr coorBercTByeT TpeboBanusam HJ{

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: Ankit A IMposepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoauresnb
' Amit Kumar ﬁ
fl= <\
Reprint Date / Reprint Date / Reprint Date /

Jara:13.09.2022

Jara: 13.09.2022

Hara : 13.09.2022
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CEPTUOHUKAT AHAJIMU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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Product : /  Ketorol (Ketorolac) solution for intravenous and intramuscular injections,

AL drrn_ddg%,ggn:}_ 1_ =
mg/m

| IpoaykT: Ketopon" (ketoponak) pacTBop A/ BHYTPHUBEHHOTO U BHYTPUMbBILIEYHOrO BBEAEHUS, 30 Mr/mn |
Batch No / : V220705 Batch Quantity / 1 272727ampules / N
|Cepust Ne Oo6Bem cepun 272727 amnyn
Analytical Report No / : 890001615399 Date of Analysis / : 13.09.2022
AHanuTH4YecKui oruyer Ne JlaTa ananuza

Date of Manufacture / : Aug.2022 Date of Expiry / ¢ Jul.2025

JlaTa npon3BoacTBa T'ogen no

Analysis performed according ND / Auanu3 nposeaen no HJI: JIIT1-001365-170222
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13 Packaging / YnakoBka

1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring
and point in the upper part of
ampoule. A label is attached to

ampoule.
10 ampoules and a patient
information leaflet in a

PVC/aluminum blister.

1 blisters in a carton pack. /

Ilo 1 wMn B amMoylnsl U3
CBETO3aLUUTHOrO cTeka
xopuuHeBoro kimacca 1 (USP). B
BEPXHE YacTH ammyJsibl HaHECEHBI
KONBLO W ToYKa Ui paznoMa. Ha
aMITyJly HaKJIEHBAIOT ITHKETKY.

Ilo 10 amnyn ¢ uHCTpyKUMEN Mo
NPUMEHEHHIO NIOMEILaoT
B [IBX/anmoMuHueBbId 6n1cTED.

ITo 1 6nucTepy B NauKy KapTOHHYIO.

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

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

ITo 1 MJI B aMmylibl U3
CBETO3ALIMTHOTO CTEK/]Ia KOPUUYHEBOTO
WM TEMHO-KODUYHEBOTO  LIBETa
kinacca I (USP). B Bepxneii uactu
aMIyJibl HaHECEHHl KONbLO H TOYKa
s pasnoma. Ha ammnymy Hakneusatot

TUKETKY.
Ilo 10 amnyn c uHCTpykuMel mno
NIPUMEHEHUIO NOMELLAoT

B [IBX/anoMuHueBI# GHcTep.

Mo 1 6aucTepy B MayKy KapTOHHYO;
IJIsl  cTalMoHapoB: Mo 2, 3, 5
6JUCTEPOB B MAaYKy KapTOHHYIO.

14 Labelling / Mapkupoeka

According to ND / B coorerctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3auiummeHHom
OT CBETA MECTe Npu TeMrepartype He Boille 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok roanoctu

3 years. / 3 roga.

Remarks : The Product confirms to ND/
Ilpumeuanne: IlpogykT coorBeTcTBYeT TpeboBaHusaM HJJ

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

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

[logroroBnexo: Ankit [posepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBoauresis
( !’ff’l/ CDL( Amit Kumar A&

Reprint Date / Reprint Date / Reprint Date /

Jara:13.09.2022

Jara: 13.09.2022

JaTa : 13.09.2022

Registercd 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.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




