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CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IponykT: Ketopon® (ketoponak) pacTBop iuisi BHYTPHBEHHOTO 1 BHYTPHMBILIEYHOTO BBEACHHS, 30 Mr/mn
Batch No / : V210766 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem ceprn 2,09,090 amnyn
Analytical Report No / : 890001537956 Date of Analysis / : 28.07.2021
AHaMTHYECKHH 0TYeT Ne JlaTa aHAIM3a

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JaTa npoM3BoACTBa Togen a0

Analysis performed according ND / Ananu3 nposenen o HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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[1po3payHblii, 6eCLBETHBIN PaCTBOP.

§‘§ Test / IlokazaTesnb Results / PesyasTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear, colorless to pale yellow

solution. / ITpo3pauHblii, 6ecUBETHbIi
WIH CBETJIO-XKENThIH pacTBOP.

2, Identification /
IMoanuHHOCTL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen
reference standards solution (Assay
section) / BpemeHa ynepXHBaHUS
OCHOBHBIX THKOB Ha
XpoMaTorpamMme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
yIep)KUBaHUsI OCHOBHBIX ITMKOB Ha
XpoMaTorpamme pacTBopa
CTaHAapTHbIX 00pa3LoB KeToponaka
TpOMeTaMHHa U HaNpOKceHa (pa3aen
«KonnyecTBeHHOE ONpeneNeHe)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen reference
standards solution (Assay section) /
BpemeHa yIepXHMBaHHsS OCHOBHbIX
MIHKOB Ha XpomaTtorpamme
HCIILITYEMOTO  pacTBOpa  JOJDKHBI
COOTBETCTBOBATb BpeMeHaM
yIOepXUBaHHS OCHOBHBIX ITMKOB Ha
XpomarorpamMme pacTBOpa
CTaHHApPTHBHIX 00pa3loB KeTopoJsaka
TPOMETaMHHa M HaIpokceHa (pa3iesn
«KONUYECTBEHHOE OTIPE/IETIEHHEY)

3 Clarity / Ilpo3pa4yHocTh

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuenuus
npenaparta He JOJDKHA NMpeBbIaTh
onanecLeHIHIO 3TaIOHa cpaBHeHHs L.

4 Color / IlpeTHOCTH 0.042 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu AMHHE BOJIHBI
430 um

5 pH 7.30 Between 6.9 and 7.9 /6,9 - 7,9

Remarks : The Product confirms to ND/
IMpumeuanue: ITpoaykr cooTBercTByeT Tpedosannam HIT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
[Toprororneno: Pardeep Kumar

Checked by /
IMposepeno: Himesh Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemkep / PykoBoanTens
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Reprint Date /
Jlara: 28.07.2021

Print Date /
Jara: 28.07.2021

Print Date / =
Jara: 28.07.2021
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CERTIFICATE OF ANALYSIS

CEPTUDPHNKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (keToponak) pacTBOp Ijisi BHyTPHBEHHOIO M BHYTPHMBILLEYHOro BBeieHHs, 30 Mr/mn
Batch No / : V210766 Batch Quantity / : 2,09,090 ampules /
Cepusn Ne O6bem cepun 2,09,090 ammnyn
Analytical Report No / : 890001537956 Date of Analysis / : 28.07.2021
AHanuTHyeckuii oryer Ne Jlara ananuza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
Jara mpousBoacTBa T'onen g0
Analysis performed according ND / Ananus nposeaen mo HJI: JIII-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexaHu4yeckue BKJIIOYEHHSI
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements /
Bunumsle 4acThIIb] B cooTBeTcTBHY C TpeOOBAHUIAMHU
6B Invisible particles /
HeBuaouMBble 4acTHLIbL:
i. Particles > 10 pm/ 6 Not more than 6000 per ampoule /
YacTuupl pasMepom > He 6onee 6000 Ha ammyny;
10 MkM
ii. Particles > 25 pm/ 1 Not more than 600 per ampoule /
Yactuupl pasmMepom > He 6onee 600 Ha ammyJty.
25 MKM
7 Related substances / PoacrBeHHble npuMecH
Impurity A / TIpumecs A 0.14% Not more than 0.20 % / He 6onee
0,20 % ,
Impurity B / IIpumecs B Not Detected Not more than 0.50 % / He 6onee
0,50 %
Impurity C / Ilpumecs C e 339 Not more than 0.50 % / He 6oinee
ss than LOQ (0.033%) 0.50 %
Impurity D / IIpumecs D Not more than 0.20 % / He 6onee
BDL (Disregard Area 1963) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnunudHas HeMAeHTHOULIK- 0.05% 0,20 %
pOBaHHasi IPUMeCh
Total impurities / Cymma 0.19% Not more than 1.50 % / He 6onee
npumecei 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanye: IlponykT cooTBeTcTBYeT TpeboBaHusam H]T 3axaiouenne: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Pardeep Kumar | ITposepeno: Himesh Kumar | Onobpeno: Menemxkep / Pykosounreb
(\f c:)\;—\/: Pavan Kumar Sharma /z\ = -
N—— r\/l;,_,_//
Reprint Date / Print Date / Print Date /
Jara: 28.07.2021 Jara: 28.07.2021 Hara: 28.07.2021
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoayxr: Ketopon® (keToponak) pacTeop /A1 BHYTPHBEHHOTO ¥ BHYTPHMBILIEYHOTO BBeACHHS, 30 Mr/mn
Batch No / : V210766 Batch Quantity / : 2,09,090 ampules /
Cepun Ne O06bem cepun 2,09,090 ammyn
Analytical Report No / : 890001537956 Date of Analysis / : 28.07.2021
AnaautTuyueckuii oruer Ne Jara ananauza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npoH3BOACTBA I'open mo

Analysis performed according ND / Auanus nposeaen mo HJI: JITT-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3zm.Ne 2 ot 24.08.2020)
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8 Extractable volume /
HM3Bnexaemblii 00bemM

1.1ml/ 1.1 mn

Not less than label claim (1.0 mL) /
He menee somuHanbHOoro (1,0 mi)

9 Bacterial endotoxins /
BakrepuajbHble
3HAOTOKCHHBI

<=0.725EU/mg /
<=0.725ED2/mMr

Not more than 5.8 EU/mg of ketorolac
tromethamine / He 6onee 5,8 E3/Mr
KEeTOpoJjiaka TPOMETaMHHa

10 Sterility / CTepunbHocTb

Complies / CtepuiieH

Should be sterile / Crepunen

11 Assay / KonuuecTBeHHOe onpeaejieHHe
a) Ketorolac tromethamine / 29.40 mg / 29.40 mr From 27.0mg to 33.0mg of
Ketoposnaka TpoMeTaMuH CisH13NO3- C4H11NO; (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
no 33,0mr CisHisNO;-CsH NO3
(xeToponaxa TpoMeTaMuH) B 1 Mt
b) Sodium chloride / Hatpus 4.36 mg/mL / 4.36 mr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOPHI Or 4,2 mr/mn po 4,5 Mr/mMn
12 Alcohol content / ITanon 11.74 % Between 10.60 % and 12.60 % /

Or 10,60 % 10 12,60 %

Remarks : The Product confirms to

ND/

[Tpumeyanue: IIpoaykT cooTBeTcTBYeT Tpedosanuam HJL

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /
IMoarorosneno: Pardeep Kumar

~{

Checked by /
[Nposepeno: Himesh Kumar

Approved by: Manager/Executive /

OnobpeHo: Menemxep / PP’KOBO,LU!TCHL
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (ketoposiak) pacTsop /uls BHYTPUBEHHOIO H BHYTPUMBILIEYHOTO BBeAEHHS, 30 Mr/Mi
Batch No / : V210766 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O06bem cepun 2,09,090 ammyn
Analytical Report No / : 890001537956 Date of Analysis / : 28.07.2021
AHaJuTHYeCKHH oTueT No JlaTra ananusza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JaTta mpou3BoacTBa I'onen xo
Analysis performed according ND / Anann3s nposeaen no HJI: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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13 Packaging / Ynakopka

1 mL in class I 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.

m

Ilo 1 Mn B aMmynbl M3 TEMHOrO
crekna xnacca I (USP). B BepxHeit
YacTH aMITyJibl HaHECEHbI KOJBLO U
TOoYyka JUIA padioMa. Ha amnyny

HaKJIE€UBAIOT 3THKETKY.
ITo 10 ammyn ¢ WHCTpyKUMe#H IO
NpUMEHEHHUIO NOMEIAIOT

B [IBX/amomuHueBsbI# 6aucTep.
IMo 1 6aucTepy B NauKy KapTOHHYIO.

1 mL in class I 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 My B aMImyJibl U3 TEMHOTI'O CTEKIIA
knacca I (USP). B BepxHeit uactu
amIlyJibl HaHECEHb! KOJNBLIO W TOYKa
Juis pa3noma. Ha amimyny HakneuBaroT
ITUKETKY.

ITo 10 ammyn ¢ WHCTpyKUMeH IO
NPHMEHEHUIO MIOMELLAT
B [1BX/amoMuHHEBbIH GnHCTED.

I1o 1 61ucTepy B MauKy KapTOHHYIO;
JUIA  cTaluoHapoB: mo- 2, 3, 5
6JHCTEPOB B MauKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBetcTBHH ¢ H]I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aumunieHsaoM
OT CBETA MeCTe IpY Temmnepatype He Bellue 25 °C. He 3amopaxuBars.

16 Shelf-life / Cpok roaocTu

3 years / 3 rona.

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykT coorBercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by /

ITogrotoBneHno: Pardeep Kumar

Checked by /
IIposepeno; Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoanreis
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