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Tests

. Specifications
6 Konuuecraenioe onpe.nmieuual s
| 5 M3l CYCTIRITINM COMRPKAT
MHPUHTENRD HaMOIT
IKBHBANCHTHO IRPAHTERY
| e 250 mar __
| ;:?kssay. Each 5 ml of suspension
contains Pyrantel Parnoate
| equivalent 1o Pyraitel 250mg

Thipaumena ' O1237.5 wir i 262,5 wr (95,0-105,0 % oT
| 3asanenoro mnutmcma) |

Pyrantel 237.5 my; t0.262.5 mg (95.0-105 0% orm)

Ov 45 mr a0 5,5 wr (90,0-110,0 % ot
3AXBICHHOTO KOAMUECTRA).
4.5 mg to 5,5 mg (90.0-110.0 % ol LC)..

Hampis memun-;
nupanoposcullenzoan
Sodium Methyl
Parahydroxyhenzoate

"0 0,45 wr a0 0,55 mr (90,0-110,0 % ot
JAABICHHOD KOJHYECTRA).
0,45 mg 10 0.55 mg (90.0-110:0% ofLC)

Hampun nponwi-
naparHOpoKcHiensoan
Sodium Propyl
Pdrahydroxybenzoate

27,14 rf 5 i (98,85 %)

247.14 mg/ 5 ! (98.86 %)

5,04 wol $ M (100,8 %)

5.04 mg/ 5 ml (100.8 %)

0,4953mr/-S Mt (99,06 %)

04953 mg/ 5 ! (99.06 %)
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[ 8 1 ma npenapars onycxaeres
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bakrepni:

| rpnbos:

Gakrepuu  Esiterobacteriaceas,
Staphvlococcns Cureus;
Pseadomonas ueruginosa

ue Gones 10
e 6anee 10° o
He ponyckaetea niammaue. s 1M,

-
1 Microbiological purity:
‘Total bacteria per | mi

Total fungi per | ml
Enterobacteriaceae,
Staphylocvccus aurelrs,

| Pseudomonas aeruginosa

1 per 1 ml

| NMT 10 8./
NMT 10* @RS
Must be abliégi |,

{ <10 KOE;

1 <10 CEU/ml.

30 KOE,

Enumbac:erfaceae

1 Staphylococcus aureiis;

Pscudomonay aeruginosa
“oTCyTCTRYIOT 81 MA.

30 CFU/ml.

Enterobacteriaceae,
Staphylocaccus aureus,

| Pseudomonus aeruginosa are

-absent per 1 ml.
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3AKJHOUMEHUE; npoaykr HpoRIneaes, yﬂnxoan ‘/ porectipeasicifa
conperenncsa. Grnenacy TpeGoBRIMAM H CTRHIAPY 4

CONCLUSION: the product is manulactured, pagh
‘with- GMP standards and requirements. Certifi mteN 035!20]‘:* SAU

‘

JIMUEH3NA WA NPOW3ROJICTEO NEKAPCTREHHLIX cpency Capﬂﬂ <A
production: & ' a_tr:h Al

3an. naboparopueht 0 i

“In churge of QC Iab

-}

Jara:
CDate:

" 4 mma c Tpeﬁoﬂammuu PEFHCTPALHOHHOND.

012/SAUMP/GMP
iemﬂcate requirements. it complies -

wh
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Name of productt PYRANTEL oral suspension 250 mgS ml, 15 ml in bottles No.Tor jars Nel

¢ ['Per. Na: 1 ARNo.: BP/156/13 o Pasmep cepun: / Bateh gize: 500 nmpoal Intm g

1 [ Cepus Xa: /Bateh No.: SPCI002 o _, l{ommmno ynaitonom ! Nu:mber ol’ packs: 33 333
Hara mmmmnl} hﬁ‘g._gatei 04.2013 -

| PernerpanioRnos e i.wm}&UAfélﬂ; Y — m?'i ) IMMZ NE 219, nﬁﬁmymno 21022015
* | Repistratton sertificate No, UA6151/03/01, changes of 19.10.2012 No. 819, is valid t0 21.07.2015 I
sl Mo | Hapamerpst Cuennduscanna T Pﬂy,nbm [
-l S Ne.o | Tests Specifications bewntlung NS
I OffHeann | Cyenensisg WENTOr0 UBeTd € x*apamt.pnwu Cucrrm:'m‘rnye'r ,
JANAXOM.
Description | Yellow coloured suspension with the | Complies b
N | charactexistic flavour. -‘
' P Mﬂuumtbmauua 2.1 Bpemesa YASPKHBAHHA OCHOBHBIX HHKOR Cmmyer
Ha XPOMOTOrPAMMAX  BCHWMYCHOTO A | ,1
1 CIGNAAPIItO20 PACTROPOD, NONYHEHILIX (1P} | b
1 KOAHMECTSEHHOM  ONPSHCIHECHHR,  AONIKHbBE
| COBNAAATH (1IHpaNTel), "
| 2.2 DBpemeua yaepxusanva nikon Hatpus | Coovsercrayer 3
. -. MeTiwimaparuapokcibetnoara w narpua '* T
L APONUIBAPArUAPOXRCHBE H30ATA Ha |
i 1 - XPOMATOFPaMMax UCNLIMYEMNO020 i +
N ‘CIandapmilo20 PacTBOPOB, TIONYUEHHLIX NPH T 1
e _KONUUCCTHEHHOM  ONPEACNCHUY,  AONXCHLL |
- COBITANATY. " |
Identification 2.1 In the Assay, the principal peak in the | Coroplies
- <chromatograms obtained with the fest solution
has the same refention time as the principal
peak.in the chromatograms obtained with the |

standurd solution (Pyrantel). '
2.2-In the Assay, the peaks of Sodium Methyl | Complies:
Parahydroxybenzoate and Sodium Propyl
Parahydroxybenzoate in the chromatograms .
obtained” with the test solution have the same
relention limes-as the peaks of Sodium Methy! | :;
Parahydroxybenzoate and Sodium Propy! L
Parahydroxybenzoate in the chromatograms | ;
1 obtained. with the standard sofution. {
OrAS bl ng R

o pH - 4.5 10 6.0. _in /.J P 1 |
| 4 OBbEM COACPAHAMATD | He metee 15 mn. [// W7 P Cﬁﬂmﬂmygﬁ. 1
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Deliverable volume of NLT 15 ml. fgﬁf‘?; 5'9/76,}/&;;291 les ¥
| botlefar 4.2._..,97 5 R
L. 5 | TaorHocth N O 1,16 /man 1o 1,26 tingi i 25°C. 1 1,26 rhan
| | Relative denstty: - L L16w L2 gmlat25"C. | 1.26g/mi
P/ 156/13 ” | Crpannua Ne: | u32
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