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UNIQUE PHARMACEUTICAL L ABORATORIES
HOHHK @APMACLIOTHRAT JABOPATOPHI
(A division of «J. BB, Chemicals & Phasmaceutizals Lsd w)
Creaenerne gupan «/Lx, b Kesmiaao mea <bapyaceanincane i)
Bepae, Myabai 400 036k Hazsn - Worki, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS
CEPTHOHEKAT AHAJIH3A
QUALITY CONTROL DEPARTMENT
AR ROHEPUUH KAMECTRA

Name of the product

HH'!HQ‘[III{U LRCHApaTa

IFIMOL® 100 ml LDPE vial in cardboard pack

(Solution for infusion 0 mp/ml )

HDUMOI® daakon wy ITIHI 100 sa 6 nauke KapTonuoi
(pacTrop s unfyvauit 10 Mrivm

Registration certiticawe number | 1000900 ov 18 10,2011

and date;
Homep Perncrpansonioro
YAOCTONCPEHHA M 0T

Batch # 11P29134

Cepug Ne

Manufactured 492020 Valid to 82022
Tipostseneno lozen io

Analytical Report Ne E7EPZOU6S27 Date 2RA9I2G20
Ataantiuecknil Qe No Jlara

APL, manufacturer of API
Hannmenorasne axtnpuoi
Cyf}{:'[;lHllH[-t. HPOHIBOIHTC!Ib

Paracetamol BP - Farmson Analgesics (a division of Farmson

: Phanmaceutical Gy, Pvt. Lid.), India

Hapauctamon Lpab. - tbapMcon Asannremke (Hoapayienenue
| @apmeon Dapsmaceiorikan Ny, [Ter. Jimn ), Huans

|

The analysis was carried ont
according to Normative
document

Anases Bamogact no HJL

[ JITT000900 -1907 17, Change Nel dated 20.06.2019
JIET-000900 - 190717, Ham. Nel o 20.06.2019

Manulacturer

tAIl manufacturing stages)
Hponiroantenn

{Bce craamum npouisoacrea)

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

HOuns Papnacsioriian Jladoparopus (Otaenense dupasr «lk. b
Kesmukanc aun @apuacsiorixane [1e1»), Hivs

Site address
AZPEC NPOHROAETREHIOIT
THIMHAKH

Plot Ne. 4, Phase 1V, G.LD.C. Industrial Arca, Panali: 394 116, Dist. -
Bharuch, India.

Yuactox No 4, Gara IV, UHJLK. Hugacrpaan Apca, Hanorw: 394 116,
oKkpyr - Bxapyy, Huaus

Storage At tlemperature 1ot exceed 30 °C,
Xpaneuse Hpu remneparype e suauze 307
Shelf life 2 vours

Cpok romocti 2 roaa

Crpasyma 1 us 3
Russia



TEST
HCHBITAHHH

RESULTS
PE3YABTATH

Description

A clear colourioss sofulion.

STANDARDS
CTAHIAPTLI

A clear colourless to pale vellow selution.

Onncanne Tpospasnii pactsop Tlpospavneifi pacTeop o1 BeClBETHOIO 20 CBCTI-
Geeusernoro waeia, HCATOIO 1B

tdennification Keeps requirements The retention tume of the principal peak in the

HPLC chromutogran of the test sotution should correspond ©
that of the principal peak o the chromatogram of the
stuscid solution of paracetamol

Tosamuocts Bramepacinact 1pedosanig Bpeuva yaepmusanng ocHOBHOIO [THKD Ha

BIYAKX XPOMATOPPAMME HUTIBITYEMOT0 PACTEOP A07EAHG
COOTBETCTROBATL HPCVMCHH VACPAHBAHIN OCHOBHOIO [tk
Hi APOMETOIPAMME CRAHIAP THOND DECTROPA HLpaLeTamoia

pH 5.2 From 3.5 t0 0.0

pH Gil5a060

Extractable volume
Hrunexaemulii obuex

1023 1d
102.3 M

Not less than 100 ml
He stenee 100 yn

Bacterial endotoxin

Less than 2.8 LU per 1 ml

Not more than 2.5 EU per | ml of the selution

Heernocms

standard Y,

He npeswioier sruion Y,

baxrepuansubie
IUADTOKCHHBL Menee 2.5 B na | s He Goace 2,5 ED na 1 n pacisopa
Sterility Sterile The sofution should be sterife
CrepanHoe b CrepHanumbii Pacroop aomsen GuTe CrepuabHmmM
Particulate marter
Mexanuueckie BRIKMCHIA Absent Particulute contamination should be absent by visual
Visible mspection
U’ﬂ:-}'rci'ﬁytm‘ MENIHHYCCKHE BIHOYSHIA A0NKHE OTCYICTBOBATY s
Bugsse BHIYAIRKOM KOHTpONE
Invisible Particles 2 10 pm: - The particles = 10 pne average number of particices -
0 per vial NMT 6000 per vial
Particles 2 25 pn: - The particles = 25 am: average number of particles -
0 per vial NMT 600 per vial
Hermpane Hacrue 2 10 muxpon: - Hacraupl 2 10 MuEPeH: CPCaHEe KOTHUCTRO HACTHIE -
G/ dravon He Goxee 6000/ duakon
Hactiwa 2 25 muxpon: - Muctuees 2 25 MEEPOHT CPESHCE ROANYCCTRG YACTHIL -
0 ¢ umason He Gonee 600/ paaxon
Clarity Keeps requirements Solution should not exceed the furbidity of reference
standard |
Mpopaunocts Beraepausaer tpedosarus PacTBOp HE AOKEH IPRBLIIATE FIUIOH MyTHOCTI |
Color Dues not exceed the reference | The color of the solution should not exceed the reference

standard Y

OKpacks PACTHOPY N SOGEIQ NPEBLIUATL  OKPACKY
Fraona Y

Abnonmnal toxicity

AHOMANBHAT TOKCHIROCTS

Non-toxic

Herorenuanuii

The solution should be non-toxic

Pacriop aomkeH GmTh HeTokeiuet

Crpamsue 2 n3 3
Russia




TEST RESULTS STANDARDS
HCHBITAHHA PEIYILTATHI CTAMHAPTEI
Related substances: -4 — aminophenel - not more than (.5 %
- Any other unidentitied impunity - not more than 0.2 %
0.00 % - Total impurity - not more than 1.5 %
0.00 % -4 - amumodenon - we Gogee (1,5 %
Posacrsenie - Jhobar apyras nciacn TgRUKPORINHIA npHMech M
TPHMECH 0.0% B 1,2 %
- CUyyna goox npesiceeni -~ we Gunee 1,5%
Assay of 994 % e 994 myimi 1.0 % o 0.0 % of the lzbeled amount
Paracetamal i 9.0 1.0 mgmi
Konuucorsesaue 904 % Toe. 9,93 Mrin o1 90.0% a0 110,0 % o1 1a98nennorn KOANNeCTRL,
COACPKAMIE T.¢. ur 9.0 a0 PLO srdmn
| apateravona L ~ —
Container/closure Keeps requirements As per ND.
system CooTsereTayer B coorseterams ¢ rpeosannasm H
Vruaxosk
Labeling Keeps requirenments As per ND, . )
Mapuporka Coorserersyer B coornerersnm ¢ ipedosatnami H/1
Sterage conditions Al temperature not exceed 30 *C, Al temperature not exceed 30 °C,
Yenomun xpaneina | pi remucpitvpe 1o srine e [Mpu remoeparype we menue 30° ¢
Shelf life 2 years 2 years
Cpok rejnocty 2 reaa 2 o

The sbove sample complics with the prescribed standards of quality, -
Erumeyku st ofpusit uTeetast YOTaRORICHTTLIM STAICLAPTIM KIWeTRi cq:qn_ku«ﬂ
QUALTTY CONTROL MANAGER
MEHE/UKEP 10 KOHTPO IO KAMECTBA
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000 «FOHUK ®PAPMACBLIOTUKAN TABOPATOPU3y

IOpunanyeckni anpec:

Poccus, Mockea 127994, yn. Teepckan, 518, xopayc 1, kab, 609
Tenichakc (485) 642-82-34, ren. (495) 642-82-35

WHR/KNN 7703550219/771001001 662 18 14

OIPH 1057746834420

NoaTeepxkaenne cooTBeTCTBHA

BBOINMOTO NIEKAPCTBERHOID NpenapaTa Tpebosantam,
YCTAHOBACHHBIM NPH €10 FOCYAAPCTBERHOM perHeTpaunn

NeSlor L4, 17 2020

Cornacro Ioctanosnenns Tpasutensctsa PO ot 26.11.2019 Nel510 «O nopAnKe BBOAR B IPAKIAHCKHH obopor
AEKAPCTREHHLIX NPLapaToB WA MEAHUMHCKOIO [IPHMECHEHHA»,

| Toprosoe nanmerosanue

HOUMOI®

| MexayRapoHOe HeaTeHTORAHHOE
| HalMeHOBaHRE (FPYNIHPOROHOE
| HITH XUMHYECKOE)

IMapauetamon

| JlekapcTrenHas dopma

PACTBOp ANA HHGpY3HI

| Jlosuposxa 10 Mr/mn

| (DopMa BeIMycKa pacteop mns madysuit 10 Mr/ma (guakon) 100 Ma x | (nauxa KapToHHas )

| Homep cepnu 11P20134

| OfneM cepuu 37203
JaTa Brinycka 0972020 i |
T'ozex o 08/2022 (31/08/2022)
HaumenoBanre 1 ampec Unique Pharmaceutical Laboratories (A division of J. B, Chemicals &
NPOUIBQAMTENR Pharmaceuticals Ltd.), India

(Bee cTanum npowsroacTRa)

Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India

HOnkk Mapmackiotrkan JaGoparopms (Otaenenne rpme «Ik. B. Kemukanc
381 ®apmaceioTrKanc JIta »), Unnna

Humnam Centep, Kpeuto “B”, 4 Drax, Xuna Catixn Poya, Bopnr, Mywm6att

400 030, Mnpus

Site address
Ajipec npou3BOACTBERHON
TLIOWAAKH

Plot Ne. 4, Phase IV, G.LD.C. Industrial Area, Panoli: 394 116, Dist. - Bharuch,
India.

Yuactok Ne 4, @asa IV, I H LK. Hugactpuan Apea, [Tanomu: 394 116, oxpyr -
Bxapyu, Uuans

Homep u aata perscrpansorHoro
YAOCTOBEPEHHS

JIT-000%00 or 18.10.2011

Homep HOpMAaTHBHOI nOKYMenTALHH

JIT-000900 -190717, Change Nel dated 20.06.2019

JIT1-000900 -190717, Ham. Mel ot 20.06.2019

Haumenosauue u anpec aepxatens
PErHCTPALKOHHOrO YI0CTOBEPEHHA

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

Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India

HOnux ®apmackiotaxan JaGopatopns (Otaenensue tupmer «[Ix. 5. Kemuxanc
3Ha dapmaceroTHRANC JITA.»), HHIus

Huunam Cewrtep, Kpeino “B”, 4 Srax, Xuua Caiikn Poya, Bopnu, Mym6ait 400
030, Huana

Orsercraenysoe AHU0 aucTpubbioTopa OO0 «lOumK ®apmachioTiskan JlaGopatopus» — Bomuaaps [I.A.

PyxoBoauTeNh OTAENA PErMCTPaLYH M KOHTPOIS ¥auecTsa, Npukad Nel4-OJ] or 05.]02&%&‘

C yBamenuem,

PyKkoBOAHTENL OT/eN1a PErHCTPALMK W KOHTPONSt KAYCCTRR
000 «I0nuk ®apmaceioTkan Jdabopatopin




