Herbion

Xep6ion IMakneran Hpaiiser Jiviren

Hianunna Ne30 cexrop 28, Tpomucaona sona Kopanri, Kapaui, Hakucran

CEPTUDIKAT JAKOCTI

Ne QC-FP/2022/03/325

Hata apaaisy: 30.09.2022

Haspa npogyxuii: Incri

Homep npoaykry: 23

Jlixapcoka (hopma: I'panyviiu

Homep cepii: 2322139

Posmip 1a T YITAKOBKH:
1o 5.6 r B cale-~rIaker: no 5 caule-naxeris B
KapToHHIi kopobui

Poamip cepil: 29,473 ynaxonok

Hitoui peuopnnu:

I cauie-naxer MiCTHTH:

Excrpakry sepGu Ginoi kopu rycrtoro (Salix
alba) (1:3) (excrparewr soga) 135 wr;
eKCTPAKTY  AAXATOAW  CYHMHHOT  JuCTs
rycroro (Adhatoda vasica) (1:5) (excrpareqT
Boja) 30 Mmr; ekcrpaty (iasky sanawnol
aueTs ra kpiTi rycroro (Viola odorata) (1:5)
(eKkcrparenT BOfa) 15 MIy eKCTPAKTY CONIOAKH
rosiol  KOpiHHS  Ta  KOPEHEBUIL  TyCTOro
(Glycyrrhiza glabra) (1:3) (exctparenT sona)
115 MP;, eRCTpakTy 4ars KHTaHCHKOro JncTd
rycroro (Thea sinensis) (1:5) (excrparent
B02a) 30 MI; eKCTPaKTV (herxens 3BHIAHHOTO
maoais rycroro (Foniculum vulgare) (1:5)
(excrparent Boja) 13 My ekcrpakry
EBKAIINTA  LAPOBMAHOIO  JIMCTS  TYCTOTO
(Eucalyptus ~globulus) (1:5) (excrparent
Boja) 25 MI;  eKCTPAKTY  BajepiaHu
AIKapCeLKOT KOPIHHA Ta KOPEHEBHLU T'YCTOrO
(Valeriana officinalis) (1:5) (ekcrparent
poja) 15 mr

Jlata supoGHutrea: Bepeceus 2022

JlaTa 3aKiHucHHs TEpMIiHY NPHAATHOCTI:
Bepecens 2025,

Peecrpauiiitie NOCRigUEHHs
NeUA/9038/01/01
JHara supaui: 09.09.2020

Hic no: Bezcrporoso

Ne ninensit; E. Ne001 sin 31.08.2015

Bupoburk:
Xepoioun Maxucran Opaiiser Jlisiren

Kpaina — supoSuni: Hlarncran

Anpeca ginsun supobunnrsa:
Hinsaxa Ne30 cexrop 28, TIpomucnosa 30ua
Kopauri, Kapaui, [lakucran

Ceprudikar sianosizHocri sumoram GMP:
058/2020/GMP gix 04.02.2021

Amnaniz  nposenexo  srigso MK o

NeUA/9038/01/01

PIT

TTorkasHUKH sRoCTi

Bumorn MKJI

PesvabraTu

Omue [pamysn kopuutesoro konbopy 3i | Binosizae
' caalKkuM  3aNaxoM  MEHTOHY 1IpH
pO3THPAHHI
Tnenrndiramiss’
Sxicui pearnii
Canouninu [pu  crpywysasni 3 - sojow  Bignosinae

MOBMHHA YTBOpIOBaTHCS  CTiifka
nina .
[Moxiani karexina [losunno erioctepiraries | Bianonizae

3CACHOro

aunerary

sahapOOBYBARHA TEMHOIO CHHLO-

EPEXOTh B TEMHO-(ioneToBuil
Npu HonaBaHHi Po3UMHY HATPiio

KOJILOPY, 1o

?

(o €. =



| Tnitwmppransosa KucroTa

HySuapui peyosuny
(noxiaui niporannona)
AckopSinoea kucnora

Tanosa kucaora
(TLLX)

CIOCTEpIraTHes
HEPBOHO-

Iosuano
3a(hapboByBanHs
BULIHEBOTO KONIBOPY

[oBunno  3’asurucs CHHE
sadapSosyBanus

[MoBunno cnoctepiraties nossa
poxesoro sadapdosypaHHs

Ha xpomaroprani
BHNPOGYBAHOTO POSHMHY MOBHHHA
3 UABHTHCS CHHS fTsIMA.

Binmosizae

Bixnosinae
Bigropizae

Bignosiaac

Yac posnaay

He Ginbwe 15 xsuaun y woni NnpH
37°C

2 XBHJMHY

pH

4,1-359

4,3

Opxopiznuicrs macy

5,6 r+75%

54r

KinsricHe susnateHus

Y - cnexrpodoTomerpis

Bumict cymmu genonbHux CHONYK B
ePePpaxyHKy Ha rajaoBy KHCHOTY
NOBUHHO OyTH He MeHLue 00327
r/caine

0.041 r /cawe

MikpoSGionorivuna wucrora

TAMC - ne 6inswe 107 KYO/r
TYMC - ue Sinvuie 10° KYO/r

100 KYO/r
<10 KYO/r

Escherichia coli - we Ginbwe 10° Bincyrwi
KYOir
Salmonella - pincyrus 8 25 r Bigeyrui

Ynarkoska o 36 v B caue (norpifina | Bianosinace
(onsra); no 5 cawe 3 iHCTpYKLUiEIO
A MEAWIHOIO  3aCTOCYBaHMS B

KapTOHHIH kopobui

Saimouctns: Cepisl Binnosinae envoram MKS no PIT NeUA/9038/01/01
3assa npo cepradikauio, .

Llnm 5 esiguy npo Te, wo Hasexena BuuLe iHdopmallis ¢ AocToBipHOIo | Tounoo. Llio cepito.
npoAyKTy Gyno BHpoGAEHO (BKAIOUAIOUH MapKyBaHHs / NaKkyBauis) Ta NpoBeAcHO KOHTPO:L
1T AKOCTI Ha BUILEBKAsANIH AinbHMIL Y nosuidt sianosianocti a0 sumor GMP, seraHosieniy
MICLEGBHM PEryNIATOPHUM OpraHoM, @ TAKOXK BIAMOBIAHO cneumdikauii, sxi micTiThes
peceTpaniithomy gocke kpaiiu-iMnopiepa ma npenapar fuis AOCHKYBAHOIO JKAPCLKOro
3acoby. [Tporokonu BUPOGHHTEA, NaKyBaHHs Ta aHAISH Oynu nepersistnyTi ta BCTaHoBACHO
Bianosiguicrs GMP.

Cepragirar suaangy

X X

Roprioparuennii Menemxep 3 aK0cTi/VHoBHOBAKEHA 0COGA
s . o S\
I (ninnue): CadinaJ{covsa

Iara nposexerua ananizy: 13.10.2022
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Herbion Pakistan Private Limited
Plot Ne 30 Sector 28, Korangi Industrial Area, Karachi, Pakistan

CERTIFICATE OF QUALITY

| No. QC-FP /2022/03/325

Date of analysis: 30-09-2022

Product name: Insty

Product number:23

Pharmaceutical form: Granules

Batch number: 2322139

Size and type of packaging:
5.6 g per sachet, S sachets per carton
pack

Batch size: 29,473 Packs

Composition:

Actives: | sachet contains:

Thick extract of Salix alba bark (1:3)
(extracting agent water)135 mg,

thick extract of Adhatoda vasica leaves
(1:5) (extracting agent water) 50 mg.

thick extract of Viola odorata leaves &
flowers (1:5) (extracting agent water)15 mg,
thick extract of Glycyrrhiza glabra roots &
rhizomes (1:3) (extracting agent water) 113
mg, thick extract of Thea sinensis leaves
(1:3) 30 mg, thick extract of Foeniculum
vulgare fruits (1:5) (extracting agent water)
15 mg, thick extract of Eucalyptus globules
leaves (1:3) (extracting agent water) 25 mg,
thick extract of Valeriana officinalis roots &
rhizomes (1:5) (extracting agent water) 15
mg.

Production date: September 2022

Expiry date:  September 2023
Registration certificate: Ne UA /9038/01/01
Date of issue: 09.09.2020

Valid until: Unlimited

License#: E. No. 001 from 31.08.2013
Manufacturer:

Herbion Pakistan Private Limited
Country: Pakistan

Address of manufacturing site:

Plot Ne30 Sector 28, Korangi Industrial
area, Karachi, Pakistan

Certificate of compliance for GMP
requirements:

058/2020/GMP From 04.02.2021
Analysis carried as per quality control methods
for Reg. Cert. (RC): NeUA/9038/01/01

Quality indicators Specifications of Qua}ity Control methods Results
) (QCM)
Description Brown colored granules with a faint smell of Complies
menthol when crushed
Identification
Qualitative reactions
Saponins Stable lather should form while shaking with Complies
water
Catechine derivatives Complies
L Appearance of dark-blue-green color,
Gl}’c.‘{ rrhizic acid changing into dark purple at the adding of Complies
Tanning agent sodium acetate. Complies
(pyrogatlol Should be appearance of red-crimson color
derivatives) Should be appearance of blue color Complies
Ascorbic acid Complies
Gallic acid (TLC) Should be appearance of pink color
' Chromatogram of the tested sample should
display a blue spot
Disintegration Not more than 15 minutes in water at 37°C 2 minutes




pH 4110359 4.3
Uniformity of mass 5.6 g£7.5%. _ 54¢
Quantitative UV-spectrophotometry 0.041 g/sachet
Determination Total phenol compounds as gallic acid should

be NLT 0.0327 g/sachet.

Microbiological

purity NMT lO?cﬁx/gm. 100 ctu/gm.
TAMC NMT 10%cfu/gm. < 10 cfu/gm
TYMC NMT 10%cfu/gm Absent

- Escherichia coli Absent in 25 gm Absent

- Salmonella

Packing 5.6 g per sachet (triplex foil), 5 sachets with Complies

insert per carton

Conclusion: The Batch corresponds to QCM for RC NeUA/9038/01/01

Declaration of certification:

I certify that the above information is true and accurate. This product batch was produced

(including labeling / packaging) and its quality control carried out at the location specified
above, in full compliance with the GMP requirements, established by the local regulatory

authority, and in accordance with the product specifications contained in the registration

dossier of under consideration drug for the importing country. Production protocols,
packaging and analysis were reviewed and found to comply with GMP.

Certificate issued by: Cokpprite manager for Quality control/Authorized person

. TP &
Name (signature): Sabina Dsouza

Date of issue:13-10-2022

Stamp




