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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipogyxrr: Keropon" (keTopoJiak) pacTeop /s BHYTPHBEHHOIO ¥ BHYTPUMBbIUIEHHOIO BBCACHNA, 30 mr/mn
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Analytical Report No / : 890001647987 Date of Analysis / : 27.02.2023
AnanuTHyeckuii oruet Ne Jara anaauza
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
JaTa mpousBoacTBa I'open go
Analysis performed according ND / Anaus nposenen mo H/L: JII1-001365-170222
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i.? Test / ITokasareJib Results / Pe3yabTaTsl Specification / Hopma
1 Description / Onucanue Clear light yellow solution. / | Clear colorless to pale yellow solution.
[1po3pauHslii cBeTo-kenTit | / Ilpo3pauHblii  OECLBETHBIM WM
pacTBop. CBETJIO-KENTbI! PacTBOP.

2 Identification / The retention times of the main | The retention times of the main peaks

MopiuHHOCTD 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) / Bpemena
YIIepPKMBAHMsS OCHOBHBIX [MKOB Ha | YAEpPXHUBaHWsi OCHOBHBIX IMKOB Ha
XpoMaTorpamMmme UCIBITYEMOTO | XpOMaTOrpamMe UCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM | pacTBopa MOJDKHBI COOTBETCTBOBATH
yIepXKHBAHUA OCHOBHBIX [IMKOB Ha | BpEMEHaM yNEpKHUBAHHA OCHOBHBIX
XpoMarorpamMme CTaHAApTHOTO | IHKOB Ha XpoMaTorpamMmme
pacTBopa KeTopoJiaka TpOMETaMHHa | CTaHAApPTHOIO PacTBOpa KETOpPoJiaxka
% HarnpoKkceHa (pasmen | TpoMeTaMHHa M HamnpoxceHa (pasiel
«KonuuecTBEHHOE OTIPENENICHUE) «Kony4ecTBeHHOE ONpeNIETIEHUEN)

3 Clarity / Ilpo3pauyHocTh Complies / CooTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHums
Openapara He JOJDKHA MPEeBbILIaTh
OMasecLeHIMIO 3TAI0OHa cpaBHeHu L.

4 Color / IlpeTHOCTH 0.03 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu [UTHHE BOJTHBI
430 M.
5 pH 7.45 From 6.9 t0 7.9./ O1 6,9 mo 7,9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeyanue: [Ipoaykr cootsercTBYeT TpebGosanusm HJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Naresh Kumar Tlposepeno: Himesh Kumar | Ono6peno: Menemxkep / Pykosoguresn
5 C}{:}/’Q Abhishek Chauhan 7
-1___ L)
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6 Particulate matter / MexaHnyeckmne BKJIIOYEHUsA
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
BHanMbIE YaCTHILIBI B COOTBETCTBUH C TPEOOBAHUAMH.
6B Invisible particles /
HeBunumple 4aCTHLLbL:
i. Particles > 10 pm/ 13 not more than 6000 per ampoule /
YacTull pasMepoM > He Gosee 6000 Ha amnyIy;
10 Mmxm
il. particles > 25 um/ 00 not more than 600 per ampoule /
YaCTHUIL Pa3MEPOM > He 6onee 600 Ha aMITyITy.
25 MKM
7 Related substances / PoacTBeHHbIe NpuMecH
Impurity A / ITpumecs A 0.16% not more than 0.20 % / He Oonee
0,20 %o:
Impurity B / [Ipumecs B Not detected / He o6HapyxeHa not more than 0.50 % / He Gonee
0,50 %,;
Impurity C / Ipumecs C Less than LOQ (LOQ = 0.033 %) / not more than 0.50 % / He Oonee

Huwke npenena komiruectsennoro | 0,50 %;
onpenenenus (TIKO = 0.033 %)

Impurity D / ITpumecs D Below Limit of Detection (LOD = not more than 0.20 % / He Gonee
0.014 %) / Hmwxe npenena 0,20 %.
o6Hapyxenus (ITO = 0.014 %)

Any unspecified impurity / 0.06% Not more than 0.20 % / He 6onee

EfuHUYHAS HEHOEHTUDULNI- 0,20 %.

poBaHHas IPUMECh
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Iponykt coorserctryet Tpebosansam HJL Baxmouenne: QJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Naresh Kumar Iposepeno: Himesh Kumar | Onobpero: Menemxep PykoBoaurens
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Total impurities / Cymma 0.22% Not more than 1.50 % / He 6onee
npuMecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
HM3BaekaemMplii 00bemM He menee HomuHansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
baxTepuaabHble <=0.725 ED/Mr tromethamine. / He 6onee 5,8 ED/mr
IHAOTOKCHHbBI KEeTOpOJaKa TpOMETaMHHa.

10 Sterility (every 15th batch) / Must be sterile. / [lomkeH ObITb
CTepnabHOCTE (A1 KAXKAOH NA CTEPUIIHHBIM.
15-0ii cepuu)

11 Assay / KonvyecTBeHHoe 2931 mg/29.31 mr From 27.0mg to 33.0mg of
onpeaeseHue C15H13NO3 C4H11NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
A0 33,0 Mr C15H13N03‘C4H11NO3
(keTopoJiaka TPOMETaM3H) B 1 ML
12 Alcohol content / ITano From 10.60 % to 12.60 %. /
11.51% Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
INpumeuanue: TTIpoayKT COOTBETCTBYET Tpebosanuam HJI

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
[Toarortosneno: Naresh. Kumar
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13 Packaging / Ynakogka 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
o 1 wmn B awm;mynsl w3 | inacarton pack./
CBETO3AILHTHOTO crenia | ITo 1 Min B ammoynsl U3
xopuuHesoro kinacca I (USP). B | CBETO3aLMTHOrO CTEKIA KOPHIHEBOTO
BEpXHell YacTH aMnyibl HaHECEHbl | HIM  TEMHO-KODHYHEBOrO  LBETA
KONBLO M Touka s pasnoma. Ha | wimacca I (USP). B BepxHeit wactu
aMITyJly HaKJIEHUBAIOT STUKETKY. aMITyJibl HAHECEHB! KONBLO M TOHYKa
[To 10 amnyn ¢ MHCTpyKuMed mo | suid pa3noma. Ha amIyny HakJIeHBarOT
NPUMEHEHUIO NOMEIAIOT | 3THKETKY.
B [IBX/anroMuHueBsIi GIKCTED. [Io 10 ammyan C HHCTPYKLMEH IO
ITo 1 6nMcTEpy B MAYKy KAPTOHHYIO. | NPUMEHEHHIO MOMEILAIOT
B [IBX/amoMHHHEBBIH 6IIHCTED.
ITo 1 6aucTepy B Ia4Ky KapTOHHYIO;
A crauumonapos: mo 2, 3, 5
OIUCTEPOB B NAYKy KapPTOHHYIO.
14 Labelling / Mapxuposka According to ND / B coorserctBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3auuienHom
XpaHenue OT cBeTa MecTe NpH TeMrepatype He Boiie 25 °C. He 3aMOpaXXuBaTh.
16 Shelf-life / Cpox roanoctu 3 years. / 3 roja.

Remarks: The Product confirms to ND/
IMpumeuanue: [Iponykt cooTBeTcTBYeET Tpebopanusm H/L
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