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CEPTHOHKAT AHAJIIM3A
Product : / Ketoro! (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Tpoayks: Ketopon" (ketoponak) pacTeop s BHYTPHBEHHOTO 4 BHYTPHMbILIEHIOTO seeaeHus, 30 Mr/mn
Batch No / : V230038 Batch Quantity / : 272727ampules /
Cepna Ne O61eM cepunt 272727 amnyn
Analytical Report No / : 890001642603 Date of Analysis / : 28.01.2023
AHanmTHYECKHH oT4yeT No Jara anaanza
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jara npon3BoicTea Togen mo
|Analysis performed according ND / Ananus nposenen no HJI: JIII-001365-1 70222
Pagel of4/Crp-1u3 4
I;oo Test / INokasaTens Results / Pe3yasTaThl Specification / Hopma
1 Description / OnucaHue Clear light yellow solution. / | Clearcolorlessto pale yellow solution.
[po3pauHblii ceeTao-xentelil | / TIpospaunbtit  GecuBeTHbIH  vnu
pacTBop. CBET/N0-XeNTh! T paCTBOP.

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

TIoATHHHOCTD 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 ftromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay section) / Bpemcha
ylepXUBaHUs OCHOBHbIX THKOB Ha | YACPXKMBAHHMA OCHOBHBIX FIMKOB Ha
XpOMaTorpamMMe HCMBLITYEMOrO | XpomaTorpamme HCTILITYEMOTO
PacTBOpa COOTBETCTRYIOT BpeMeHaM | pacTBOpa JOMKHBI COOTBETCTBOBATH
yllepKHBaHMA OCHOBHBIX [THKOB Ha | BpEMCHAM YIEPXKHMBAHMA OCHOBHBIX
XpoMaTorpamMMe CTaHAAPTHOrO | TIHKOB Ha XpoMaTOrpaMMe
pacTeopa KETOponaKa TPOMETaMUHa | CTaHIAapTHOTO pacTBOpa KeToponaka
H HaNpoKCceHa (paspen | TpomeTamMWHa M HampokceHa (pazgen
«KoMu4ecTBE HHOE OTIPEACIEHHEN) «Kon14eCTBEHHOE ONPEAEICHHEN)

3 Clarity / IIpo3pa4HOCTb Complies / CooTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
ouspengion L / Qnanerieimys ]
ripenapara He JOJKHA NPEeBbIINaThL
ONAIECLIEHIIMIO 3TAIOHA CPaBHEHHUA 1.

4 Color / IIBeTHOCTb 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npy MUIMHE BONIBI ;
430 nm.

5 pH 7.37 From 6.9 to 7.9./ 01 6,9 no 7.,9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IMpumeyanue: [IpoRYKT COOTBETCTBYET Tpedosannam HJL 3axmouerne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TNoaroTtosneno: Ankaj Yerma IlpoBepeHo: Nmﬁ] Kumar Ono6peno: Menemxep / PykopoauTes

== t’f Manoj Kumar f}lm >
Reprint Date / Reprint Date / Reprint Date /
Jara:28.01.2023 Jara: 28.01.2023 Jlara ¢ 28.01.2023
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CEPTHOHKAT AHAJIM3A

-P_roduct 2/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
poaykr: Keropon” (keToposiak) pacTBOp ANs BHYTPUBEHHONO H BHYTPHMbILUEHHOIO BBEACHHA, 30 MrC/ma
Batch No / : V230038 Batch Quantity / : 272727ampules /
Cepust Ne Oo6bem cepni 272727 amnyn
Analytical Report No / : 890001642603 Date of Analysis / : 28.01.2023
AnanuTndeckuii oTgyer No Jara ananmnsa

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025

Jara npoH3BOACTRA I'ogen 10

Analysis performed according ND / Ananu3s nposegen mo HJI; JI[1-001365-170222
Page2 of 4/ Crp. 213 4

6 Particulate matter / MexaHu4ecKHe BKJIHMEHHS
6A Visible particles / Complies / CooTeTCTBYET Should correspond to requirements. /
Buoumble YacTHLbI B COOTBETCTBMHM C TPEOOBAHHUAMH.

6B Invisible particles /
HepuauMele YacTHUBI:

i. Particles > 10 pm/ 12 not more than 6000 per ampoule /
YacTHi pasMepoM > He 6onee 6000 Ha amnyny;
10 MEM
1i. particles>25 pym/ 00 not more than 600 per ampoule /
YacTULL PA3IMEPOM = ne Gonee 600 Ha aMmmyny.
25 MKM
7 Rclated substances / PoacTBeHHbIE IPUMECH
Impurity A / [Ipumecs A 0.15% not more than 0.20 % / He Ooneec
0,20 %;
Impurity B / [Ipumecs B Below Limit of Detection (LOD = 0.014 %) / not more than 0.50 % / Hc 6onee
Huxe npeaena oGHapyxeuus ([TO =0.014 %) 0.50 %:
Impurity C / Ilpumecs C Less than LOQ (LOQ =0.033 %) / Hinke not more than 0.50 % / He OGonee
npeasna kKoJaN'ecToolHOr0 ONPCACACHNA U 50 %‘

(IIKO =0.033 %)

Impurity D / [Tpumecs D Below Limit of Detection (LOD = 0.014 %) / not more than 0.20% / He Gonee
Hipke npenena o6uapysxeniis (IO = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He Gonee
EnnHuyHas HeMNEHTHQUIIM- 0,20 %.
pOBaHHast NPHMECH 0.05%
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IMpumedanne: [pogykr coorsercrryet TpeGopanuam HII 3axmouenre: OJJOBPEHO
Preparcd by / Checked by / “Approved by: Manager/Executive /
TNoproroeneno: Ankaj Verma ITporepeuo: Naresh Kumar Onobpeno: Menemwxkep / Pykoponures
/ Manoj Kumar M
Reprint Date / Reprint Date / Reprint Date /
Jara:28.01.2023 - Jlata: 28.01.2023 Jara : 28.01.2023
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CEPTHOHKAT AHAJIH3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Hpoaykr: Keropon™ (keToponak) pactsop i BHYTPHBEHHOrO ¥ BHYTPUMbIUIEYHOrO BBEACHHA, 30 mr/mn
Batch No / : V230038 ' Batch Quantity / : 272727ampules /
Cepun Ne O0bem cepun 272727 amnyi
Analytical Report No / : 890001642603 Date of Analysis / : 28.01.2023
AnanaTHdecknii orgaer No HNara apannuza
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
aTa HpPOH3BOJCTEA Tomen 10
Analysis performed according ND / Anaau3 nposenes no HJ; JI[1-001365-170222

Page30f4/Crp.3n2 4

Total impurities / Cymma 0.20% Nof{ more than 1.50 % / He Gonee
npuMeceii 1,50 %.

8 Extractable volume / [.O0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
H3BJiexaemblii 00beM He menee vomuHanbHoro (1,0 mi)

9 Bacterial endotoxins / <=0).725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTepHaibHbIE <=0.725 EBQ/mMr tromethamine. / He 6onee 5,8 EQ/mr
IHAOTOKCHHBI KeTOponaka TpoMeTaMiHa.

10 Sterility (every 15th batch) / Must be sterile. / Jlomkxen 6m1Th
CrepunbHOCTH (2151 KaX10il COMPLIES CTEPHIILHBIM.
15-oii cepun)

11 | Assay/KoanuyecTBennoe 2945 mg/29.45 mr From 270mg to 33.0mg of
onpenefeHHe CisH13NOs-CsH; 1 NOs (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mr
mo 33,0mMr CisHisNO; C4H | NO;
(keTOpoJiaka TpOMETaM¥H) B 1 ML

12 Alcohol content / Itanon From 10.60 % to 12.60 %. /
11.77 % Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeyanue: TIpoAyKT cOOTBETCTBYET TPEOOBaHHAM HI 3axmouenune: QIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosieHo: Ankaj Vi TIposepeHo: Naresh Kumar Onobpeno: Menemkep / PyKoBOAHTE!b

@(, ia Manoj Kumar ! @i
Reprint Date / Reprint Date / Reprint Date /
Jara:28.01.2023 Jata: 28.01.2023 Iata : 28.01.2023
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AHanuTH4YecKuh oTueT Ne

CEPTUDHKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| HpongykT: Keropon” (KeToposak) pactsop Ans BHYTPHBEHHOTO U BHYTPUMbILICHHOrO BBEACHNS, 30 MI/Mn
Batch No / 1 V230038 Batch Quantity / : 272727ampules /
Cepnst No Oobem cepun 272727 ammyi
Analytical Report No / : 890001642603 Date of Analysis / : 28.01.2023

JlaTa ananusa

aTa NpoH3BOACTEA

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025

Tonen po

Analysis performed according ND / Anaanz nposexen no HJI; JIT1-001365-170222

Page4 of4/Crp.4u3 4

13 Packaging / Ynakorka

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 n 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 wmMn B ammyas W3 | inacarton pack./
CBETO3ALIMTHOTO crekna | [To 1 Mn B aMmynsl U3

xopuuuegoro kimacca I (USP). B | cBeTo3allMTHOTO CTEKIA KOPHYHEBOIO
BEpXHEH 4acTH aMmy/ibpl HaHECEHbl | WM TEMHO-KOPMYHEBOTO  LBETa
KONIBLIO M TOYKa Ans pazmoma. Ha | xnacca I (USP). B sepxHeit uyactu

amInyny HaKJIEUBalOT 3THKETKY. aMmysipl HaHeCceHbl KOABUO M TOUKA
[To 10 ammyn ¢ MHCTpYKUMed no | mns pasigoma. Ha amnyny HakieHBarOT
TIPHMEHEHHTIO MOMEILAIOT | I3THKETKY.

B [IBX/antomuHuepblii Gnuctep. INo 10 ammyn ¢ HHCTPYKUKEH IO
ITo 1 6bnucTepy B NayKy KapTOHHYIO. | NPHMEHEHHIO MOMEIIA0T

B [IBX/amomiHIeBbIH 6MHCTED.

ITo 1 6nucTepy B Na4yKy KapTOHRYIO;
Ul cTaudoHapos: mo 2, 3, 5
OIHCTCPOB B MauKy KapTOHHYIO.

14 Labelling / MapxupoBka

According to ND / B coorsetcTsuu ¢ HJI.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 VL. Do not freeze. / B saulniieHHOM
. OT CBETa MeCTe TIpH Temmneparype He Beie 25 °C. He 3aMOpaXUBaTh.

16 Shelf-life / Cpox roguocTn

3 years. / 3 roza.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeyanne: ITpoaykT cooteercTayer Tpebosanuam HJL 3aknouenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
TMoarotosneno: Ankaj Verma ITposepeHo: Nm@l Kumar Opobpeno: Menemkep / Pykosoaurens
Manoj Kumar A )
ﬁ” < : Q&'ﬁ
Reprint Date / Reprint Date / Reprint Date /
| Jlata:28.01.2023 Ilara: 28.01.2023 Jlara : 28.01.2023
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