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CEPTUOPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 1

IIpoaykr: Keropon" (keroponak) pacTBOp /s BHYTPUBEHHOIO M BHYTPHUMbILIEYHOTO BBEeAeHHs, 30 Mr/Ma
{Batch No / : V220973 Batch Quantity / : 272727ampules /
Cepus Ne Oo0Bem cepuH 272727 amnyn
Analytical Report No / : 890001631161 Date of Analysis / 1 29.11.2022
AHAAUTRYECKHI oTYeT No Jara anaamza
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JlaTta npou3BOACTBA I'onen xo

|Analysis performed according ND / Anasmns nposenen no HJI: JITT-001365-170222

Page1of4/Crp.1u34

i.oo Test / [Toka3zaTesb Results / PesynbTaTsl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. /| Clear colorless to pale yellow solution.

[Tpo3pauHblii GecLBETHBIH pacTBOp. /  Tlpo3pauHblii OecuBeTHBIH WU

CBETJIO->KEJI T pacTBop.

2 Identification /
IMoanuHHOCTL

The retention times of the ma

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
YIAEepP)KUBaHUSI OCHOBHBIX ITMKOB Ha | yINEpPXKHBAaHUA OCHOBHBIX IHKOB Ha
Xpomartorpamme UCTIBITYEMOTO | XpoMaTorpamme UCIIBITYEMOTO
pacTBoOpa COOTBETCTBYIOT BpeMeHaM | pactBOpa NOMKHBEI COOTBETCTBOBATh
yIOepKUBaHHsS OCHOBHBLIX MMKOB Ha | BpEMEHaM YHEpKUBAHUI OCHOBHBIX

Xpomarorpamme CTaHOapTHOTO | MUKOB Ha Xpomarorpamme
pacTBopa KeTOpoJiaka TpOMeTaMHHa | CTaHAapTHOIO pPacTBOpa KeTopoJiaka
U HampokceHa (paspen | TpomeTaMUHa W HampokceHa (paszen

«KonuyecTseHHOE OMpeaeTICHHE)

in | The retention times of the main peaks

«KOoNU4yecTBEHHOE OTIPEAENEHHE)

3 Clarity / IlpozpayHocTh

Complies / CooTBeTCTBYET

N

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHnus
npernapara He JJOJDKHa NPeBbIATh
onajiecUeHLMIO 3Tal0Ha CpaBHeHus I.

4 Color / IlBeTHOCTDH 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu aivHe BONHBI
430 =M.

5 pH 7.30 From 6.9 fo 7.9./016,9 10 7,9.

Remarks: The Product confirms to ND/

IMpumeuanue: Ilpoaykt coorseTcTBYET Tpebopanuam HJI

Conclusion: APPROVED /
Zakmwuenue: OJOBPEHO

Prepared by /
INoarorosneno: Ramakant

s

Checked by /
Ilpoeepeno: Pardeep kumar

e

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

Amit Kumar [\ \\?

Reprint Date /
JaTa:29.11.2022

Reprint Date /
Jara: 29.11.2022

Reprint Date /
Jara : 29.11.2022
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CEPTUOUKAT AHAJIN3A

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

IpoaykT: Keropon" (keroponak) pacTBop A/isi BHYTPUBEHHOTO M BHYTPUMBIILEYHOrO BBEAEHUs, 30 Mr/mi
Batch No / : V220973 Batch Quantity / : 272727ampules /
Cepus Ne O61em cepun 272727 amnyn
Analytical Report No / : 890001631161 Date of Analysis / : 29.11.2022
AHATHTHYECKHH oTueT No Jlara anannza

Date of Manufacture / : Nov.2022 Date of Expiry / 1 Oct.2025
JlaTa npou3BoAcTBa T'ogen o

Analysis performed according ND / Ananns nposeaen mo HJI: JITT-001365-170222
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6 Particulate matter / Mexaundyeckue BKJIIOYEHUA

6A Visible particles /
BunuMble yacTuiist

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cOOTBETCTBUH C TPEOOBAHUAMH.

6B Invisible particles /
HeBuayMbie 4acTULILL:

Hwxe npepena o6Hapyxenus (ITO = 0.014 %)

Any unspecified impurity /
EnvHUYHasA HEUAESHTHDHULIN-
pOBaHHas NpUMeECh

0.07%

i. Particles> 10 um/ 05 not more than 6000 per ampoule /
YacTui pazmMepom > He 6onee 6000 Ha amnyiy;
10 MxM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTUl| pa3sMepom > He 6onee 600 Ha amIyIy.
25 MKM
7 Related substances / PoncTeeHnble npumMecH
Impurity A / [Tpumecs A 0.15% not more than 0.20 % / He Gonee
0,20 %,;
Impurity B / [Ipumecs B Below Limit of Detection (LOD = 0.014 %)/ not more than 0.50 % / He Gonee
Hwxe npenena obuapyxenus (IN1O =0.014 %) 0.50 %:
Impurity C / Tlpumecs C Less than LOQ (LOQ = 0.033 %) / Hinke not more than 0.50 % / He Gonee
npeaena KoJM4ECTBCHHOrO onpeacicHuA 0 50 0/ :
(TTKO = 0.033 %) ’ %
Impurity D / Ilpumecs D Below Limit of Detection (LOD = 0.014 %) / 1802to ron/ore than 0.20 % / He OGonee
5 0.

Not more than 0.20 % / He Gonee
0,20 %.

Total impurities / Cymma
NpUMecer

0.27%

Not more than 1.50 % / He 6onee

1,50 %.

Remarks: The Product confirms to ND/

IIpumedanue: Ilponykt cooTeercTByeT Tpebopanusm HJL

Conclusion: APPROVED /
3akmwouyenune: OJOBPEHO

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

[Noarorosnexo: Ramakant Ipoeepeno: Pardeep kumar | Ono6peno: Menemxep / Pykosoaurens
P. Amit Kumar o
";{U\LWM - ({Lvm N

Reprint Date / Reprint Date / Reprint Date /

Hara:29.11.2022 Hata: 29.11.2022 Hata : 29.11.2022
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CEPTUOPHUKAT AHAJIN3A

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

IIpoaykr: Keropon"™ (keToponak) pacTBop /J1si BHyTPUBEHHOIO W BHYTPUMbILLEYHOro BBeAeHHA, 30 Mr/mi1
Batch No / : V220973 Batch Quantity / : 272727ampules /
Cepus Ne Oo6Bem cepun 272727 amnyn
Analytical Report No / : 890001631161 Date of Analysis / : 29.11.2022
AHATUTHYECKHHA 0TYeT Ne Jara anannza

Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
Jlata npon3BoacTBA I'onen o

Analysis performed according ND / Ananus nposenen no HJ/I: JIIT-001365-170222
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8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
UzBnexaembiii 06nem He MeHee HomuHanbHoro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHbie <=0.725 ED/mMr tromethamine. / He 6onee 5,8 E3/mr
IHAOTOKCHUHBI KeTOpOoNaka TPOMETAMHHA.

10 Sterility (every 15th batch) / Must be sterile. / JomkeH ObITH
CrepuiabHOCTD (4015 KaxKA0i COMPLIES CTEPUIILHBIM.
15-o0ii cepnn)

11 Assay / KonnuyecTBeHHOe 29.56 mg /29.56 mr From 27.0mg to 33.0mg of
onpeaeseHue Ci15H13NO3- C4H 1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 Mr C15H13NO3'C4H11NO3
(keToponaka TpOMETaMHH) B 1 M.
12 Alcohol content / ITaHon From 10.60 % to 12.60 %. /
11.58 % Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

ITpumeuanne: [poaykr cootsercTryeT Tpebosanmam HJL

Prepared by /
IMToaroroeneHo: Ramakant

%m%

Checked by /
IIpoBepeno: Pardeep kumar

<

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Approved by: Maﬁager/Executive /
Opnobpeno: Menemxep / PykoBoourens

Amit Kumar A’“
N =
/

Reprint Date /
Hata:29.11.2022

Reprint Date /
Hara: 29.11.2022

Reprint Date / ’
Jara : 29.11.2022
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CEPTUDPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon" (keToposak) pacTBop [/isi BHYTPHBEHHOrO U BHYTPHMbILIEHHOrO BBeAeHNS, 30 Mr/mi
Batch No / 1 V220973 Batch Quantity / 2 272727ampules /
Cepus Ne O0bem cepun 2727277 amnyn
Analytical Report No / : 890001631161 Date of Analysis / 1 29.11.2022
AHaIUTHYECKHH oTyeT No JlaTa ananusza
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JlaTa npoM3BoOACTBA I'ogen no
Analysis performed according ND / Anasms nposenen mo HJI: JII1-001365-170222
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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 w™Mn B aMmnOyiasl U3
CBETO3AILUTHOTO cTeKsia
kopuuHesoro knacca I (USP). B
BEpXHEH 4acTH aMITylbl HAHECEHBI
KONBLIO W TOYka Aig pasnoma. Ha
amIyy HaKkJeUBaOT STHKETKY.

Ilo 10 ammyn ¢ WHCTpYKLHMEH IO
NPUMEHEHHUIO MOMELIAIOT
B [IBX/anmoMuHueBbIN GnucTep.

ITo 1 6mucTepy 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. /

[To 1 w™Mn B aMmmoynsl u3
CBETO3AIMTHOIO CTEKJIa KOPHYHEBOTO
MNM  TEeMHO-KOPDWYHEBOTO  LIBETa
xnmacca I (USP). B BepxHeil uactu
ammylibl HaHECEHBI KONbLO H TOYKa
Iuis paznoMa. Ha aMnyny HakjIeuBaioT
3THUKETKY.

ITo 10 ammyn ¢ MHCTpYKLHMEH @O
NPUMEHEHHIO HOMEIIAOT
B [IBX/amomMunueBbii OnucTep.

Ilo 1 bnuctepy B MayKy KapTOHHYIO;
JUIA  cTaguoHapoB: 1o 2, 3, 5
6.1MCTEPOB B Na4Ky KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorBercTBuM ¢ H/I.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuieHHoM
OT CBeTa MecTe TpH TemIiepaTtype He Bblile 25 °C. He 3amopaxuBaTh.

16 Shelf-life / Cpok roaHocTu

3 years. / 3 roga.

Remarks: The Product confirms to ND/
IIpumeuanne: IIpoaykt coorBercTBYET TpeboBanusm HJL

Conclusion: APPROVED /
3akaouenne: OJOBPEHO

Prepared by /
IToaroroBneHo: Rzu}mka:nlq

Checked by /
Ipoeepeno: Pardeep kumar

={—

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoaurens

Amit Kumar I;& (e

A S

Reprint Date /
Hata:29.11.2022

Reprint Date /
Hara: 29.11.2022

Reprint Date /
Jata : 29.11.2022
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