000 «lOHUK ®APMACBIOTUKAN NABOPATOPM3»

IOpunuaeckuir anpec:

Paccus, Mocksa 127008, ya. Teepckan, .18, kopnyc 1, kab. 609
Ten/ake (495) 642-82-34, Ten. (495) 642-82-35

MHH/KIN 7703550219/771001001 662 18 11

OrPH 1057746834420

Honreepikaenne cooTBeTcTRUS
BBO3HMOC0 IEKAPCTBEHHOTO Npenapara TpeGoBanusM,
YCTAHOB/CHHBIM NIPH €r0 FOCYAAPCTBEHHOM PETUCTPALHN
Ne 614 ot ¥ OY. 2022

Cornacko IToctanonnenns [pasurenscrsa PO or 26.11.2019 Na1510 «O nopsake Brosa B rpakmanciuit obopor
JIEKEPCTBEHHBIX IPENAPATOB MLIA MEUIRHCKOTO NPUMEREHMA.

Toprosoe HauMenOBaHME HOUMOIT®

MewayHaponroe HeaTeHTOBaHHO® [Mapaueramon
HaHMEHOBAHHE (IPYNMHPOBOYHOE

HWIH XHMHYecKoe)
Jlekapctsennas hopma PAaCTBOp s uHpY3uit
OIHPOBKA 10 mr/mn

Dopma BHITYCKa pacBop anA ukdysuit 10 mr/vn (praxon) 100 mu x 1 (mauka KapTOHHas)

Howmep cepun 11P22023

OOBeM cepun 37502

Jara Baimycka 01/2022

Tonen mo 12/2023 (31/12/2023)

Haumenosanue H aapec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &

TIPOH3BOANTENH Pharmaceuticals Ltd.), India

(Brce cranum nponssoacrsa) Neelam Centre, "B" Wing, 4-th Floor, Hind Cycle Road, Worli, Mumbai 400
030, India
IOunk PapmacsroTHKan Jla6opatopus (Otzeneune tbupmsl «Ix. B. Kemuxanc
aHn Dapmacsiotkanc Jitay), Humus
Huunam Cenrep, Kpuino “B”, 4 Drax, Xuwun Cattxn Poyx, Bopnu, Mymbak
400 030, Huamn

Site address Plot Na. 4, Phase IV, G.I.D.C. Industrial Area, Panoli: 394 116, Dist. - Bharuch,

Anpec NpowW3BOACTREHHOR India,

IIOMIAKH Yuactok Ne 4, ®asa IV, I H.ILK. Hunactpran Apea, [Tanomn: 394 116, OKpYT -
Bxapyy, Hrmus

Homep u nata perucTpaiuoHHoro JIT-000900 ot 18.10.2011 (nata 3amens PY 19.07.2017)
NOCTOBEPEHHA

Homep nopmarusrolf nokymenTamun | JIT1-000900 190717, Change Nel dated 20.06.2019

JIT-000900 -190717, Ham. Nel o1 20.06.2019

HawmeHoBaHHe M afpec Aepkarena Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
PErHCTPALHOHHOTO yAOCTOBepeHus | Pharmaceuticals Ltd.), India

Neelam Centre, "B" Wing, 4-th Floor, Hind Cycle Reoad, Worli, Mumbai 400
030, India

[Onuk @apmacsiotukan Jlabopatopus (Orenchme ¢upmer «Dk. B. Kemuxanc
3na PapmacsioTikanc Jitaw), Haaus

Huunam Centep, Kphuro “B”, 4.3 Sraxk, Xuna Catixn Poyg, Bopnx, Mym6ait
400 030, Hngus

OTBeTcTBEHHOE UL auctpubrioTopa Q00 «lOHMK DapMackioTHKAN JlaGopatopuax — CmupHoBa A.A., MeHeKep Mo
cepTrduKkauny, npukas Ne9-OJ[ ot 10.08.2020 2 CERTTOY

Sl

C yBaxenuem,
Menemkep no cepradakauun

' CMupHOBa A A,
000 «l0Ouuk PapmackioTHKaa JlaGopaTtopusn |




UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK @APMACBIOTHKAJL JIAGOPATOPH3
(A division of «J. I. Chemicals & Pharmaceulicals Lid.»)

(Oraecneune dupsnt «Jlx. 5, Kemukanc mun PapMackiothric JT7»)

Bopnu, Myn6ait 400 030, Huans - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIHM3A
QUALITY CONTROL DEPARTMENT
OT/EJ] KOHTPOJIHA KAYECTBA

Name of the product

1azganue npenapara

IFIMOL® 100 m! LDPE vial in cardboard pack

(Solution for infusion 10 mg/ml )

HOHMOJ® dgnakon us [MIHIT 100 mut B nauxe Kkaprouunoit
(pacTBop A8 HHDY3niE 10 Mr/ma)

Registration certificate number
and date:

Homep Pernctpaunonnoro
VIOCTOBEPEHHS M 1aTa:

JI-000900 ot 18.10.2011

Batch # 11P22023

Cepun Ne

Manufactured 0172022 Valid to 12/2023

| [ponsBseneHo I"oaen no

Analytical Report Ne 17FP22000197 Date 08/02/2022
Anwintiyeckuil Orier No Jata

API, manufacturer of API
HaumeHoranHe akTHBHO#
cyOcTaHINK, IPOHIROANTE b

Paracetamol BP — Farmson Analgesics (a division of Farmson
Pharmaceutical Guj. Pvt. Ltd.), India

Iapaueramon Bp.®. ~ Mapmcon Anansresukc (IMoapasacaenne
hapmeon Qapmacsiorukan Fywk. st JIra.), Hnans

The analysis was carried out
according to Normative
document

Ananus Beinoanen no HJ{

JIN-000900 -190717, Change Nel dated 20.06.2019
JIN-000900 -190717, Ham. Nel o1 20.06.2019

Manufacturer

{All manufacturing stages)
[Tpon3sosurens

(Bce cTaguun npoMiBouctsa)

Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
Pharmaceuticals Ltd.), India

[0unk Papmacsiotuxan JlaGoparopus (Oraenchne dupmbt «Jlk. b.
Kemukane oug Dapuaceiotukance Jitan), MHaus

Site address
Anpec Npou3BOACTBCHHOR
ILTONIaAKH

Plot Ne. 4, Phase 1V, G.I.D.C. Industrial Area, Pancli: 394 116, Dist. -
Bharuch, India.

Vuacrok Ne 4, Qaza 1V, IH.JLK. Hugacrpuan Apea, IManonu: 394 116,
okpyr - bxapyy, Huaun

Storage Al temperature not exceed 30 °C.
XpaneHue Tpu Temneparype He sbime 30 ° C,
Shelf life 2 years

CpoK roaHoCTH 2 ropa

Crpaunua 1 u3 3
Russia




Ouncanie

MpoipayHsii pacTBop
OeCIRETIIONO LUKETA.

oF

TEST RESULTS STANDARDS
HCNBITAHHS PE3YJILTATHI CTAHAAPThI
Description A clear colourless solution. A clear colourless to pale yellow solution,

Mpospanuusiii pacTsop or OecumseTnoro /0 CoeTno-
WEITOro UBeTA

Identification
HPLC

MoauHHoCTh

Keeps requirements

Briaepxkupaer Tpehosanu

The retention time of the principal peak in the
chromatogram of the test solution should correspond to
that of the principal peak in the chromatogram of the
standard solution of paracetamol

Bpems yacpHBaHHA OCHOBHOIO NTHKa Ha

BIAX XPOMATOIPAMME HCTLITYEMOTO PACTBOPA ZIONAKHO
COOTRETCTBOBATH BPEMEHH Y/ICPKHBAHHA OCHIOBHOTO NIKA
Ha XPOMATOIPAMMC CTAHIAPTHONO PACTBOPA IMpALIETAMOIA

pH T From 3.51t0 6.0

pH Or 3,5 006,0

Lxtraclable volume 102.8 ml Not less than 100 ml

Hisnekaembii aibem 102,8 ma He menee 100 mn

Bacterial endotoxin
DakrepuaibHeIe
IHAOTOKCHHBI

Lecss than 2.5 EU per | ml

Menee 2,5 ED Ha | mn

Not more than 2.5 EU per | ml of the solution

He Gozee 2,5 ED ua | Ma pacteopa

Visible

OTcyrersyloT

Sterility Sterile The solution should be sterile

CTepHaBHOCTh CrepHibHbIT PacToop AouxeH OLITh CTEPHILHBIM

P"articulate matter

Mexannueckme BKIKHCHIS Absent Particulate contamination should be absent by visual

inspeclion
MexaHHYECKHEe BRIIOYCHHA JIGIKHLE OTCYTCTBOBATE NPH

Bunummic BH3YAIIBHOM KOHTpOIE
Invisible Particles > 10 um: - The particles = 10 pm: average number of particles -
0 per vial NMT 6000 per vial
Particles > 25 pm: - The particles 2 25 pm: average number of particles -
0 per vial NMT 600 per vial
Hepiasmhie Yactuuel = 10 MUkpoH: - Yacrnuet 2 10 MIKPOH: cpeiHee KOJIHYECTBO MacTHIL -
0 / ¢pnakoH ue Gonee 6000/ daakon
YacTHiiel 2 25 MEKPOI: - Yaeruwe 2 25 MHKPOH: CPE/IHLE KONIUYECTRO HacTil -
0/ pnaxon e bonee 600/hnakon
Clarily Keeps requirements Solution should not exceed the twurbidity of reference
standard |
[po3pautocTh Brizep#inaeT TpedosaHus PacTBOp He JIJDKEI NPeHbILLATh ITATOH MYTHOCTH |
Color Docs not exceed the reference | The color of the solution should not exceed the reference
standard Y standard Y
LiseTiocts He npessilaer 3tanoH Ye OKkpucka pacTROpd HE JAOIKHZ NPEBLILIATE OKPACKY

Franona Ye

Abnormal toxicity

AHOMATBHAA TOKCHYHOCTD

Non-toxic

HerokcuyHbiil

The solution should be non-toxic

PactBop AoskeH GuITh HETOKCHYCH

Cipanmna 2 my 3
Russia




TEST RESULTS STANDARDS

HCIILITAHUSA PE3YJIbTATHI CTAHJIAPTHI

Related substances: - 4 —aminophenol - not more than 0.5 %
= Any other unidentified impurity — not more than 0.2 %
0.00 % - Total impurity - not more than 1.5 %
0.00 % - 4 — amunodenon - ve 6onee 0,5 %
Poncroennnice - Jliobaa apyras HeHACHTH(MIHPORAHHAA NPHMECh —~ HE
npHUMECH: 0.0% Bonee 0,2 %
- Cymma Bcex npimeceii — ne Sonee 1,5 %

Assay of 96.8 % i.e. 9.68 mg/inl 90.0 % to 110.0 % of the labeled amount
Paracetamol i.e, 9.0 -~ 11.0mg/ml
Konnuccrsentoe 96,8 % 1.c. 9,68 Mr/mMa o1 90,0% mo 110,0 % 0T 3aABNeHHOIO KOJIHYECTRA,
coiepkanne T 0T 9.0 11.0 mr/mn
IMapaueramona
Container/closure Keeps requirements As per ND.
system Coorsercrayer B cootercrauy ¢ TpebosannaMu HIL
Ynaxoska
Labeling Keeps requirements As per ND.
MapkHposka Coormnercreyet B cooTtrercTanK ¢ TpeboBunnaMn HJL
Storage conditions At temperature not exceed 30 °C. At temperature not exceed 30 °C.
Yeaosua xpanenns | Ilpn Temneparype we sume 30 ° C. Ilpu TeMnepatype He suiwe 30 ° C.
Shelf life 2 years 2 years
Cpok roanocrtu 2 roaa 2 rona
The above sample complies with the preseribed standards of quality. CFA»)_;_/)
Bruneyxkasanunii ofpasen o1seuneT YCTAHORICHHBIM CTAILIAPTAM KAYECTRA. - -3

"6@[0 EW
QUALITY CONTROL MANAGER
MEHF,TKEP ITO KOHTPOTIO KAMECTBA

Crpanuna 3 ua 3
Russia




