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| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular mjections, 30 mg/ml

[IpoaykT: Keropod™” (keToposiak) pacTBop /118 BHYTPHBEHHOIO U BHYTPHMbILICYHOIO BBEAECHMA, 30 Mr/mn
Batch No / : V220505 Batch Quantity / 1 272727ampules / |
Cepus Ne Oo0wem cepun 272727 amnyn
Analytical Report No / : 890001603718 Date of Analysis / : 19.07.2022
AHaJHTHYeCKHI oTYeT No Hara ananuza

Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025
Jara nponsBoacrra |T"onen g0

Analysis performed according ND / Ananus nposenen nmo HJ/: JII1-001365-170222

Page1of4/Crp.1u3 4

1;.00 Test / oxa3zaTean Results / PesyabTaThi Specification / Hopma
1 Description / Onucaune Clear  colorless  solution. / | Clear colorless to pale yellow solution.

TIpospaunelii GecLBeTHbIN pacTBop.

/ Tlpospa4Hblil GecUBETHbI  WiIM
CBETJIO-XENThIH pacTBop.

2 Identification /
IMoannnuocTs

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
YOEP)KUBAHUSA OCHOBHBIX ITMKOB Ha
XpOMaTorpamMmme HCTILITYEMOT0
PacTBOpa COOTBETCTBYIOT BpeMeHaM
YOEpXKUBAaHHUA OCHOBHBIX IHMKOB Ha
XpoMmarorpamme CTaHAAPTHOTO
pacTBOpa KeTOpoJlaka TPOMETaMHHA
H HallpoKceHa (paznen
«Konu4ecTReHHOE ONpesienenyey)

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
YIAEPKWMBAaHUS OCHOBHBIX IIMKOB Ha
Xpomartorpamme HCITBITYEMOTO
pacTBopa [OJDKHBI COOTBETCTBOBATb
BPEMEHAM YIEPKUBAHUS OCHOBHBIX
MHKOB Ha XpoMarorpamMme
CTaHAAPTHOIO PacTBOpa KeTOpoJiaka
TPOMETaMMHA W HalpoKceHa (paszen
«KonuyecTseHROE ONpenenenne»)

3 Clarity / [IpospayHocTh

Complies / CooTtBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecrenuns
npenapaTa He I0/KHA IPEBLIIATh
ONAJIECLEHLIUIO 3TANTOHA CpaBHeH s 1.

4 Color / LIBeTHOCTB 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 nmpu 1iiHe BOJTHLL
430 um.

5 pH 7.33 From 6.9t07.9./0t1 6,9 00 7,9.

Remarks : The Product confirms to ND/
[puveyanue: TpogyKT coOTBETCTRYET TpebOBAHUIM HJ1

Conclusion : APPROVED /
3akirwuenue: OIOGPEHO

Hara; 19.07.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Ramakant IIposepeno: Pardeep Kumar | Ono6peno: Menepxep / Pykosonurens
@ kol =l Abhishek Chauhan \{ A
Qe D=
Reprint Date / Reprint Date / Reprint Date /

Hara: 19.07.2022

Hara : 19.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
 Ipoaykr: Kertopon" (keToponak) pacTsop /1 BHyTPUBEHHOTO U BHYTPUMbILLICUHOIO BBEEHHS, 30 mr/ma
'Batch No / : V220505 Batch Quantity / : 272727ampules / |
Cepusa Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001603718 Date of Analysis / : 19.07.2022
AHAJIMTHYECKHI O0TUYeT No JaTa anannza
Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025
JaTta npou3BocTBA Topen o
Analysis performed according ND / Auanu3s nposeaen no H/X: JI[1-001365-170222
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6 Particulate matter / MexaHu4yeckue BKJIKOYEHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Bunumbie yacTHLIBI B cootseTcTBUU ¢ TpeOOBAHUAMMU.

6B Invisible particles /
HeBuayMele YacTHLE:

1. Particles> 10 um / 19 not more than 6000 per ampoule /
YacTun pazmepom > He 6osnee 6000 Ha ammyy;
10 MmxmM
1. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTUL pasMEpoM > He 6onee 600 Ha ammyy.
25 MKM
7 Related substances / PogcTeeHHbIe npumech
Impurity A / ITpumecs A Below Limit Of Detection (LOD=0.015%) | not more than 0.20 % / He Goxee
/ Huxe npencna KoJaIU4ECTBEHHOTO O 20 %
onpeaenenus (ITKO = 0.015 %) ’ ’
Impurity B / Ilpumecs B not more than 0.50% / He 6onee
Not detected / He o6Hapyxena 0,50 %;
Impurity C / ITpumecs C Below Limit Of Detection (LOD = 0.010 %) not more than 0.50 % / He 6Gonee
/ Hixke npeena KORUYECTBEHHOTO 0,50 %;
. onpeaenenns ([TKO = 0.010 %)
Impurity D / [Tpumecs D not more than 0.20% / He 6onee
Not detected / He o6uapyxena 0,20 %.
Any unspecified impurity / Less Than LOD (LODO0.015%)/ Hixe Not more than 0.20 % / He 6oiee
EnnnuuHas HeuaeHTUG UM~ Tpenena KOIM4ECTBEHHOTO 0,20 %.
pOBaHHas MpUMeECh Pl U
Total impurities / Cymma Less Than LOD /Huwe npeaena Not more than 1.50 % / He Goxee
npuMecer KOJIUYECTBEHHOTO ONpeaeneHus 1,50 %.
8 Extractable volume / 1.1ml/ 1.1 mn Not less than label claim (1.0 mL) /
HzBnekaembiii 06bem He menee HomuHansHOTO (1,0 MIT)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ilponykt coorBeTcTBYeT Tpebosanusm HJT 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Ramakant ITposepeno: Pardeep Kumar | Omobpeno: Menemskep / PykoBoauress
w —p Abhishek Chauhan L/ ;\
~
Reprint Date / Reprint Date / Reprint Date /
Jara: 19.07.2022 Hata: 19.07.2022 Hara : 19.07.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/mi

Ipoaykr: Ketopon" (xeToponak) pacTBOp A8 BHYTPHBEHHOTO H BHYTPUMbILIEYHOTO BBEACHHUS, 30 MI/mn
Batch No / : V220505 Batch Quantity / 1 272727ampules /
Cepnsa Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001603718 Date of Analysis / : 19.07.2022 |
AnanuTnyeckuii oTuer No HJarta aHannsa

Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025
Hdarta npon3sojacrea T'open 1o

Analysis performed according ND / Anaaus nposeaen no HJI: JII1-001365-170222
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9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTepuanshbie <=0.725 ED/mMr tromethamine. / He 6onee 5,8 ED/mr
IHIOTOKCHHBI KeToposiaka TpoMeTaMMHa.

10 Sterility (every 15th batch) / Complies / Ctepunen Must be sterile. / JlomxeH ObITb
CTepuabHOCTL (1151 KAMKAO0i CTEPUIIbHBIM.
15-0ii cepumn)

11 Assay / KonuuecTBeHHoe 29.68mg / 29.68mr From 270mg to 330mg of
onpeneneHue CisH13NO;3-C4H 1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
o 33,0 Mr C15H13N03‘C4H11NO3
(keTopoJsiaka TpoMeTaMuH) B 1 mi.
12 Alcohol content / ITanon 11.52 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/

[Ipumenanne: Iponykr cooTBeTcTBYeT Tpebopanuam HJJ

Conclusion : APPROVED /
3akiovyenne: OJJOBPEHO

Prepared by /
Iloarorosneno; Ramakant

Checked by /
Ipoeepeno: Pardeep Kumar

[

il ——
e

Approved by: Manager/Executive /

Omobpeno: MenemRep / Pykosouirens
Abhishek Chauhan L

L

it
Reprint Date /

Hara: 19.07.2022

Reprint Date /

Jata: 19.07.2022

Reprint Date /
Jara : 19.07.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IpoaykT: Ketopon" (keToponak) pacTBop AJisi BHYTPUBEHHOTO W BHYTPUMbILICYHOTO BBEACHHS, 30 MI/mi
Batch No / : V220505 Batch Quantity / : 272727ampules /
|Cepusi Ne - O6bem cepun 272727 amnyn
Analytical Report No / : 890001603718 Date of Analysis/ : 19.07.2022
ABauTHYeCKHH oTyeT Ne JlaTa anajin3za

Date of Manufacture / : JUN.2022 Date of Expiry/ : MAY.2025

JaTta npoussoacTaa T'ogen mo

Analysis performed according ND / Ananans nposegen mo HJI: JITT-001365-170222

Page4 of4/Crp.4n34

13 Packaging / Ynakopka 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.
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 wMn B ammynsl W3 | inacarton pack. /
CBETO3aILUTHOIO crekma | [To 1 wMn B amOyias  u3
kopuuyHeBoro knacca I (USP). B | cBero3amuTHOro cTekjla KOpHUIHEBOTO
BEpXHeH 4acTH aMmynsl HaHECEHbl | WIM  TEMHO-KOPHYHEBOTO  LiBeTa
KONBLUO W Touka A pasioma. Ha | kmacca I (USP). B BepxHeit uacru
amIyJly HakJIeMBalOT 3TUKETKY. ammyJibl HaHeCEHbl KONbLO M TOYKa
ITo 10 amnyn ¢ uHCTpyKuMeH no | ans pasnoma. Ha amImyny HaKIEWBAIOT
NPHUMEHEHUIO TIOMEILAIOT | 3THKETKY.
B [IBX/antoMuHUeBbIH ONHCTED. ITo 10 amnyn ¢ HHCTpyKLMeH ToO
ITo 1 6aucTepy B Nayky KapTOHHYIO. | NPHUMEHEHHUIO [IOMELIAT
B IIBX/antoMuHueBbIi 6aucTep.
ITo 1 6nucTepy B Na4yKy KapTOHHYIO;
Ui cTauuoHapoB: no 2, 3, 5
OJIMCTEPOB B MAYKy KAPTOHHYIO.
14 Labelling / MapxupoBka According to ND / B cootserctBuu ¢ H/I,
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuniueHHoM
Xpanenue OT CBE€Ta MeCTe NMpH TemnepaTtype He Boille 25 °C. He 3aMopaxxuBaThb.
16 Shelf-life / Cpok roanocTn 3 years. / 3 ropa.

Remarks : The Product confirms to ND/
Ilpumeuanme: Ilponykt cooTBeTcTBYET Tpebopauusm HJT

Conclusion : APPROVED /
3axarouenune: OJIOBPEHO

Jara: 19.07.2022

Jara: 19.07.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Ramakant IMpoepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykosoanrens
%w/ P Abhishek Chauhan
(oo (M e 2
Reprint Date / Reprint Date / Reprint Date /

JlaTta : 19.07.2022
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