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

Mpoaywr: Keropon™ (keToponak) pacTBop A/1st BHYTPHECHHOIO M BHYTPHMLILICHHOTO BBEACHHS, 3() MI/a1
Batch No / : V220754 Batch Quantity / : 272727ampules/ |
Cepust No - - Obbem cepun 272727 amnyn
Analytical Report No / : 890001617023 Date of Analysis / : 20.09.2022
AHanuTHYecKMii oTueT Ne Jarta anannsa -

Date of Manufacture / : Aug.2022 Date of Expiry / 1 Jul.2025

HMaTa npon3BoacrBa TIoxen go

Analysis performed according ND / Auanus nposenen mo HJI: JI[1-001365-170222

Page1 of4/Crp. 1u3 4

1}(‘0 Test / INokazaTens Results / PesyabraTht Specification / Hopma
1 Description / Onucanmne Clear  colorless  solution. / | Clear colorless to pale yellow solution.

IMpospaunslii GecLBeTHLIT pacTBOp.

/ Tlpo3paunbiii GecuBeTHBI AN
CBETNO-XEJThII pacTBOp.

2 Identification /
IMopnMHHOCTEL

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
YINEPKUBAHUS OCHOBHBIX NUKOB Ha
XpomarorpaMmme UCIIBITYEMOIO
pPacTBOpa COOTBETCTBYIOT BpEMEHAM
YOEPKUBAHUS OCHOBHBIX MUKOB Ha
Xpomarorpamme CTaHAAPTHOTO
pacTBOpa KeTopojaka TpOMETaMHHA
" Hanpokcena (pazmen
«KonnuecTBeHHOE onpeeneHme)

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) / Bpemehna
YIAEPAKHMBAHHS OCHOBHBIX INWKOB Ha
XpoMaTorpamme UCTIBITYEMOro
pacTeopa IOJKHBI COOTBETCTBOBATH
BpPEMEHAM YACPKHBAHUS OCHOBHbBIX
THKOB Ha XpoMaTorpamMmme
CTaHIapTHOrO pPacTBOpa KeTopoJiaka
TPOMETaMMHA W HalpokceHa (pasnen
«Konu4ecTBEHHOE OnpeaeIeHne»)

3 Clarity / IpozpaunocTs

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnanecueHuus
npenapara He JI0JKHa NpPEBbILIATh
OMaNecUeHLHIO 3TA0OHA CpaBHEHUs .

4 Color / IlseTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu anuHe BOJHBI
430 HMm.

5 pH 7.33 From 6.9 t0 7.9. /Ot 6,9 no 7,9.

Remarks : The Product confirms to ND/
[Mpumeuane: [poaykT cootsercreyer Tpe6oBanuam HJ

Conclusion : APPROVED /
3axkiawouenne: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneHo: Pardeep Kumar IIposepeno: Himesh Kumar | Opo6peno: Meuesiep / Pykosonurens
e i N
- f 5 = Amit Kumar l\ =
L]
Reprint Date / Reprint Date / Reprint Datc /

HaTa:20.09.2022

Hara: 20.09.2022

Hara : 20.09.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| poaykr: Ketopon" (keToponak) pacTBop Aiisi BHYTPHBCHHOIO H BHYTPUMbILICYHOrO BBEICHHMS, 3() MI/Mn |
Batch No / 1 V220754 Batch Quantity / : 272727ampules /

Cepus Ne Obnem cepun 272727 amnyn |
Analytical Report No / : 890001617023 Date of Analysis / : 20.09.2022
AHaauTH4yecKNi oT4eT No Jlara anannsa

Date of Manufacture / 1 Aug.2022 Date of Expiry / : Jul.2025
Jara npousBoacraa I'ogen no

Analysis performed according ND / Ananus nposeaen no HJ/I: JIT1-001365-170222

Page 2 of 4/ Crp. 2 u3 4

6 Particulate matter / MexaHuuYecKHe BK/IOYEHHA
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BuauMele 4acTUubl B cooTBeTCTBUH ¢ TpeboBaHUIMN,
6B Invisible particles /
HeBrauMble 4acTHUBI:
1. Particles> 10 pm/ 10 not more than 6000 per ampoule /
YacTuu pazmepom > He 6onee 6000 Ha amnyiy;
10 Mxm
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTHILl pa3MeEpoM > He Gonee 600 Ha ammyy.
25 MKM
7 Related substances / PoacTeeHHbIe npuMecH
Impurity A / IIpumecs A 0.14% not more than 0.20% / He OGoee
0,20 %;
Impurity B / [Ipumecs B Below Limit of Detection (LOD = 0.014 %) / not more than 0.50 % / He Gonee
Hixe npenena oGuapyxcrns (IO = 0.014 %) 0.50 %:
Impurity C / [pumecs C Less than LOQ (LOQ = 0.033 %) / Hinke not more than 0.50% / nHe Oosee
npeaena KoJMHYCCTBCHHOTO ONPEACNCHKSA 0 50 (y B
(TTKO = 0.033 %) DA
Impurity D / [Tpumecs D Below Limit of Detection (LOD = 0,014 %)/ not 1(')nore than 0.20 % / He OGonee
Hwxe npenena odHapyxenus (11O = 0.014 %) 0,20 %.
Any unspecified impurity / B Not more than 0.20 % / He 6onee
0.05%
EQVHHYHAsA HEMIEHTU( HLIK- 0,20 %.
pOBaHHas1 IpUMech
Total impurities / Cymma 0.20% 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) /
N3Bnekaemslii 06bem He menee HoMuHansHoro (1,0 mn)

Remarks : The Product confirms to ND/

[Tpumeuanue: IlpogykT cootBeTcTBYeT TpeGoanusam HJI

Conclusion : APPROVED /
3akarodyenne: OJJOBPEHO

Prepared by /
[Moxgroroeneno: Pardeep Kumar
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Checked by /
[Tpoeepeno: Himesh Kumar

e T

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBonutens

Amit Kumar N
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Reprint Date /
Hata:20.09.2022

Reprint Date /

Hara: 20.09.2022

Reprint Date /
Hara : 20.09.2022
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rPl-oduct :/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopoi” (KeTOponak) pacTeop A1s BHYTPHBCHHOTO H BHYT PUMBILICYHOTO BBCACHHA, 30 Mr/nvn
Batch No / 1 V220754 Batch Quantity / : 272727ampulces /
Cepiist No O0Bem cepuu 272727 amnyn
Analytical Report No / : 890001617023 Date of Analysis / : 20.09.2022
AHanuTH4YecKHit oTyeT Ne Hata ananuza
Date of Manufacture / : Aug.2022 Date of Expiry / ¢ Jul.2025
Jarta npouszBoacrsa Toaen ao

| Analysis performed according ND / Ananusz nposegen no HJI: JI1-001365-170222
Page 3 of 4/ Crp. 3 uz 4

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakrepuanbHble <=0.725 EQ/mr tromethamine. / He Gonee 5,8 ED/mr
IHAOTOKCHHBI KETOpOJiaka TpOMETaMHHa.

10 Sterility (every 15th batch) / Complies / Ctepunen Must be sterile. / Jlomken 6biTh
CrepuibHocTs (105 Kaxa0ii CTEPUIIbHBIM.

15-oii cepun)

11 Assay / KonudecTeeHHOe 29.54 mg / 29.54 mr From 270mg to 33.0mg of
onpenesieHue CisH13NO; C4Hi | NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
no  330wmr CisH;3sNOs- C4H,| 1 NO;
(KeToposiaka TpoMeTaMHH) B 1 MA.

12 Alcohol content / 3Tanon 11.37 % From 10.60 % to 12.60 %. /
Ot 10.60 % no 12.60 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanne: [poayKT cooTBeTcTBYET TpeGOBaHMAM HJT 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarororneuo: Pardeep Kumar [Tposepeno: Himesh Kumar | OpoGpeno: Menemxkep / Pykosomutens

f Qé___’,___; Amit Kumar A id—_
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ar injections. 30 mg/ml |
P AR BHYTPHBEHHOTO M BHYTPHUMbILICHHOFO BBEACHNUS, 30 Mr/mi _‘

1Ipoaykr: Keropon" (ke OPOJIAK) pacTeo
Batch No / 1 V220754 Batch Quantity / : 272727ampules /
Cepun Ne Obnem cepun 272727 amnivn

Analytical Report No /
AHajanrnyecknii oruer No

: 890001617023

Date of Analysis /
Jarta anannza

1 20.09.2022

Date of Manufacture /
Jata npoussosgcrea

: Aug.2022

Tonen no

Date of Expiry /

¢ Jul.2025

Analysis performed according—ND / Anaans nposeaen nmo HJI: JIT1-001365-170222

Page 4 of 4/ Crp.4 uz 4

13 Packaging / Ynakoska I'mL in class I light-shielding amber | 1 mL in class ] 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 1o
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 amnyast w3 | ina carton pack. /
CBETO3AIUUTHOrO crekna | Ilo 1 Mo B amnymsr  m3
KopuuHesoro knacca 1 (USP). B CBCTO3ALUMTHOIO CTCKAa KOPUYHEBOTO
BCPXHEil 4acTH amnynmbl HaHeceHbl | WM TEMHO-KOPHYHEBOTO  LiBeTa
KOJBLO H TOYKA mns paznoma. Ha | knacca I (USP). B BepxHeit yacTu
amnysy HaKeHBatOT STHKETKY. aMMybl HAHECEHbl KONBLO W TOYKA
ITo 10 amnyn ¢ wHcTpykumeit no Auis paznoma. Ha amnyny nakiensator
NPUMEHEHUIO MOMEMIAIT | 3THKETKY.
8 [IBX/amomunnerniii onuctep. Io 10 amnyn ¢ wuHcTpykumeir no
o 1 6ancrepy B nauky KapTOHHYIO. NPUMEHEHUIO MOMELIAOT
B [IBX/anomunnesttit 6nmcrep.
Io 1 6auctepy B nauky KapTOHHYIO;
Ans - CTauMoHapoB: mo 2, 3, 5
0AHCTEPOB B NAYKY KAPTOHHYIO.

14 Labelling / Mapkuporka According to ND / B cooTBeTCTBHII ¢ H/JIL.

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM

Xpanenue OT CBETA MECTE NPH TeMIepaType He Boiwte 25 °C. He 3aMOpaXXHBaTh.

16 Shelf-life / Cpok roanocru 3 years. / 3 roga.

Remarks : The Product confirms to ND/
[Tpumeuanue: Mpomyxr COOTBETCTRYET TpeboBaHusaM H T

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
Honrorosneno: Pardeep Kumar
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Checked by /
IIposepeno: Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoauress
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