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HILLS PHARMACEUTICALS LTD

GPS: GA - 217 - 2446 P. O. Box AD 785 Adabraka, Accra
Tel 233-(0) 302-239398, 2253048 No. 17 Fadama Street, South Industrial Area

Email: infﬁhillsghannagh.com www_hi llsgharmah.com

28th September, 2023

THE CHIEF EXECUTIVE

FOOD AND DRUGS AUTHORITY
HEAD OFFICE

P. 0. BOX CT 2783
CANTONMENTS - ACCRA

Dear Madam,

IMMEDIATE PRODUCT RECALL BELTOCIN AND VERMETOCIN (OXYTOCIN) 9%
INJECTIONS 10IU/ML

A publication with the above heading was brought to our attention yesterday 27th of
September, 2023. We are importers of Beltocin.

We would like to inform you that we immediately started the process of recalling all
batches of the product and will furnish you with an update and details either under your
direction and or when the process is complete.

We will be grateful if we can be fumnished with the COA or COAs which confirmed the
quality issue if possible. This will enable the manufacturer conduct an investigation into
the quality issue that has necessitated the recall.

We will also be grateful for any further direction to aid the manufacturer, the Authority
and Hills Pharmaceuticals Ltd. to get to the bottom of this quality issue.

Hills Pharmaceuticals Ltd. remains committed to product safety, quality and efficacy and
will be grateful for your assistance and direction to achieve this.

We count on your usual cooperation.
Thank you.

0249812328




Head Office

Mall: PO. Box CT 2783, Cantonments-Accro, Ghano
{+233})-302-233200/235100

(#233)-551- 1122231445 (Hotline)

Email. fda@fda.gov.gh

Digital Address: GA-237-7316

S ————————

" WHE-berag O Pty

FDATOD/ENF/ANTIQMU/23/0092 13" November 2023

The Director
Hills Pharmaceulicals Limited

No0.17 Fadama street, south Industnial Area
Tel: 0302239398/03022253048

Dear Sir,

RE: IMMEDIATE PRODUCT RECALL BELTOCIN AND VERNETOCIN (OXYTOCIN]
' INJECTION 101U/ML

This is in response to your letter dated 28" September 2023 requesting the Food and

Druas Authority (FDA) to fumish your company with the Cerlificates of Analysis (CoA’s)
which resulted to the recall of Beltocin Injection 10iu/ml.

Please find attached the certificales of analysis of \he products.

Yours faithfully,

CBontv

DR. DELESE A. A. DARKO
CHIEF EXECUTIVE OFFICER
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CENTRE FOR LARORATORY SERVICES AND RESEARCH

Testing { abwratarn : Dhrige b lﬂ!.fﬂ!h.‘nt

CERTIFICATE OF ANALYSIS :
— Nample Informntion o
0 Festbing Hanins Doy My sicachemical Uit 4

Nample !l\;

VDA LSD3 DGO2IS

Client el No.:

[.D/23/m04-00!

Nample Name: Beltackn Ozstovin hojectivn 1Y

T g

Generie Nime:

Oxytocin Injection

. : | PR v Irenmental Condlifan (10
lurnml.llu.u-n:_ A | '.\_g\llT\‘ﬂ l«_wl\![ccuon —— ;;:I;!;,;:;)_‘[;&pﬂllunldlp}:_ .s‘:“fmr Sample:
Composition: Fachnd sontine Oy tecin ¢Sy ntheae) Hoteh No:GL-13-48 ( "f'"""”"‘ o=
B0 On ovi vmis ey i O tovin pepide [cbtmeg S.\lns[.lt;l( Y
M Date: L0800 Exp. Dare: 07-2024 .
Manufactirer's 315, M.1E, Batudurgarh -
Manufaciurer: feleo Mharma Addres 124507 (Haryana) o
Method of Amalysis DI 2023, USPNT 2023 1SSUE
Sdimitted/Source | Enforcement Directerate (Test Reference): 2
e 36-01- 2023 Testing Date: 2904 - 2023
ate: .
cls‘r.l':‘;ot".c"mpk“on | 1$-09- 2023 Report Date: 15-09-2023
- | Compliance
Fest Paranteter Specification Result s":g;"“
= . . )
PESCRIPTION Not Avallable Colourless free flowing liquid Apglicable
1D HrC noNrLe} 2 :
thaton The retention time of the major The retention tinwe of the major
peak of the samnple solution peak of the sample solution piteid
correspends 1o thist of the standard corresponded to that of the
solution as obained in the Assay standard solution as obiained in
the Assay
STISHHLE PARTICLES Essentially frce from visible Solution was free from visible Dicsed
panticulates particulates
INTRACTBLE VOLUME] Label Claim: 1.0 1.0 Passed
i 15-4.5 40 Passeil
ISS Oy wLct
(X 90.0 - 1100 1151 Failed
STERILTY
Lipacrabic Sucternt No growih; Cleor solation No growth; Clear solution
termtie flucterir & Fungt No growth; Clear salution No growth; Clear solution Passed
Reler to report number MBP-
23081073

| —

“This test (s accredited undar the laboratory's ISOIEC 17025 accredltatlon Jssued by ANAB. Refer to cortilicate and
scope of accruditation AT +1870"

* Testnotaceredited for ISOTEC 17025.2017
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Cortificate No: POM-2309/087.

CENTRE FOR LARORATORY SERVICES AND RESEARCH
CERTIHFTCATE OF ANALYSIS — -
Sample nformating - —

‘.'.'Ninc Laboratary: Drug Labormory Depanment Vesting Unit: Deug Physicoelhemical Ut - —

Sample 1): | FDATLSDY DG0248 Client Itef Nout ED23/O-001

1J2|m1'i:\x:\“;¢ Bellacin Oxatevin lm\clrm‘lh' e Name: Oxyiocin Ingection

Formulation: _| Soluion e jetion e et [sahomry

\ Composition: Fxch ml contaii Oytoein (Syhsie) | .;"::”Gil-ll].-!s Condition of Sumple:
BI 10 Oxytocin units og. 80 O tocin peptide 16 66smeg [ Satisfhctory =
Mfg Date; 082022 Exp. Date: 07 - 2024 ‘
Manulacturer's SIS, MLE., Bahaduigadh -

Nanlpetiro: Bekeo liarma A Atldress 124507 (1 laryana) Il
. thenl of Annlysis BP 2023, USPNF 2023 ISSUE
SulmittediSource « | Enforcenient Directorate (ltl":s'l“l’lc?mn:c;: 2

;::lclplr receipt | 264032023 Testing Date: 39.04.2023

i vors -

f.’,’,'i,",‘.c""‘"““” ] 15-09-2023 Report Date: 1509 -2023

HACTERINL  ENDOTONIN
TEST <357 Euln
assed

NMT 33,7 Bal Refer 1o repont aumber MBP- Pt

23/08/1073
| Conglysipn: The sample confonns to test for Identification, Visible Particles, pH but fulled Assay as per the
acceptance eritena in the Beitish Phammacopoeiz. The Extractable volume is as per the manufactorer's label claim
Y _The sample 2150 confoans 1o tes) foe Sterility and Bacterial Endotoxin as per the United States Pharmacopeia.

© Qpinlons/interpretations: Not Applicable

Reinark
I Thetest result i based on the tests carnicd oul on the sitnples subinitted 1o twe laboritary by the custonier ./
I This cenificae in traceable to record number CLSIVWKSPCM/23/24004!
lyst: - GILBERT b TETEV] Sign: - AN —- o=l
Analys G v an )‘éf@ 6‘(( Date < -2 01}
HOL: - PATRICK GW/USU DANSO Slgn: - Date:- 1505 (2593
A - JO5EPH OFOSU SIAW e o -1
L HQ Sign A { Date: 15191 23 \

y = I

“This testls sccredited under the labaratory’s ISOMEC 1702¢ nccreditation Jssued by ANAB. Refer to centificate snd
scope of accreditation AT 1870
* Test not accredited for ISOMEC 17025.2017
Thix cersficote stull oot be repntuted exrept o full visthaiut vratren oggieunil Of thee Fooud imd Dragr Authorny Labisiiry
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Cortificite No: PCN230000 0878
CENTRE FOR LARORA TORY SERVICES AN RESEARCH
- CCERTIFICATL OF AN, IAYAN —
- - Suample Inforneaion i
[Tosting 1 ahoratory: Drog Labontorn Deparinent Pesting Undre Dog Phy ‘“'"E’_‘_S','."ill.ﬁm —
“Sample 1D: | FDALSD23/DG025S | Client Ref No: [Ep2s000
.‘\..i':.",ﬂ:\\‘:-:‘.w: Beltocm Oxytocin (O8N toein Tnjection ) [‘ Gettte Nm'?r: B _—“_J(_)\.\,f_a—n Imi\_lwl S—
, TS YN T FEORD T T PO Endranmental ¢ onditian (17 atlsfictory
Formulatiyg: aullen fornjection t applicable) Vempitumbtity: q_'m:‘c,—- )"r Sample:
’ Composition: Each ml contains Oxytocin (Synibtic) Hotel No: GH-113-4% Condition Sl |l
‘,.”" 10 Onytocin units R i oo Sarisfacrary
\f. Date: | 08 - 2022 | Exp. Date: L 20;‘4'*"“'—'7"7——7
UMannfacturer's S15. MLLT Bahadurga
Manufacturee: Belco Pharma \ddress 124507 Haryana - m“:mlSSUr
l A | T2 M
3 : | Method of Analysis BP 2023, USPNF 2023
Sohmirted’Source ’ Enforcement Directaraie ’ (Test Reference): 2 e —
. %
:’:""" receint | 36+ 04-2023 X Festing Date: 28- 04 - 2025
date: ;
l).ns af Completion | 15 - 09 - 2023 Report Date: 15 -09-2023
of Test:
HACTERIAL  ENDOTONIN .
TEST <357 Eulu Passed

NMT 35.7 Eu'u

.

Refer to report number MBP- |

23:08/1062
Conglusion. The sample conforms to test for ldentification, Visible Particles and pH but faile? Assay as per the
acceptance criteria in the Britich Pharmacopoeia. The Extractable volume is as per the sample’s l:ﬂ:cl claim. The
. sample 2150 canfonms to test for Sterility und Bacterial Endotoxin as per the United States Pharmacopeia
. OpiniontInterpretatione: Not Applicable

Rematk .
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HILLS PHARMACEUTICALS LTD

GPS: GA - 217 - 2446 P. O. BOX AD 785 ADABRAKA, Accm_-Ghom
Tel.233-(0) 30 -2239398, 2253048 No. 17 Fadoma Street, South Industrial Area

Email: lnfo@hlllsghormgh.com m.hillsﬂho@ugh.wm

2™ January, 2023

THE CHIEF EXECUTIVE

FOOD AND DRUG AUTHORITY
HEAD OFFICE

P. 0. BOX CT 2783
ACCRA

Dear Madam,

APPLICATION FOR SAFE_DISPOSAL OF BELTOC

IN OXYTOCIN INJECTION BP«C
AND PAYMENT OF DISPOSAL FEES :
ARUTAYMENT OF DISPOSAL FEES

This letter is in response to your letters dated 15% December, 2024 with your reference
number FDA/TOD/OPS/SDU/23/0008. We thank you for the content therein.

By this letter we here by apply for safe disposal of our Beltocin Oxytocin Injection BP and
also makes payment of Two Thousand, Two Hundred and Eighty Two Ghana Cedis
GH¢2,282.00 as Disposal Fees as directed.

Attached to this letter are copies of your said letter and Bill/Invoice issued to us.
Counting on your usual cooperation. :

Thank you.

Yours fﬁ hiully,
/

LRIC K TAK
0249812328
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oI, : DOC. TYPE: FORM
" FDA j": OO AND ORUGS AUTHORIY DOC NO.: FDA/OPS/FOR - 04
Page 1 of 1 J Ver. No.: 01
—. DET/OPS/23/ Effective Date: 17/04/2023

TITLE: NOTICE OF DETENTION/SEIZURE FORM

In Pursuance of the general provisions of Part Seven of the Public Health Act, 2012 (Act
851) and the powers confgrred on me by Section 135 (1d) & (5b) of this Act,

L ...ib4ak... NI Y iivoseneis s e suas s srreb et D ESHGS an authorized
officer ol’ the Food and Drugs Authority (FDAY). hereby dctam/scwc the underlisted articles:

| [Reason(s) for Detention/Seizure
Zalentwon

Product Description Quantity ’ Bateh Code

I EQH?JC» (},ln’.fnﬁ- WQ [Q‘H{ZZ"‘% ﬁ,J,J ﬁu.aln"/ {’-(ﬂwj

OX0 AMEL UM UL AR L Ty

|

e Of

AUV A Py O e

AR L aHtErts 11 Ay I 2 Aty without whtten conumt of the Authorty it fothidgen.

Tei: nALLlLHS'[ Fax: . o Eemail: W“‘ﬂ LMy

ownerfagent of goods. In agreement with Port Seven, Section 136 (2) of the Public Health Act,

W A

2012, Act. consent to shegibove as provided for in secyon 135 (1d) & (5h).

Date: ?9‘-"‘,’9’093

e
L
£

Signature: ...,

(Owner ol Arty resentntive)

Signatre: A S Y
(FDA Officiul)
r

FDA Officer's Remarks Gt “‘"{ /ﬂ’q ""/

.\6::.-.... Sl e 2itrieef e ttl

b, A //n. S AT




o s DOC. TYPE: FORM

£ FDA ): | DOC NO.: FDA/OPS/FCR - 04
n FOOD AND DRUGS AUTHORITY Page 1 of 1 [ Ver. No.: 00

DETIOPS/23/ Effective Date: 17/04/2023

TITLE: NOTICE OF DETENTION/SEIZURE FORM

In Pursuance of the general provisions of Part Seven of the Public Health Act, 2012 (Act
851) and she powers cpnferred on me by Section 135 (1d) & (5b) of this Act,

1, r QH‘“”\ ................................................. an authorized
officer of the Food and Drugs Authority (FDA), hereby detain/seize the underlisted articles:

Reason(s) for Detention/Scizure
Product Description Quantity Batch Code

O Seltyin Bughan WaTgagd 4™ 22 ey (iled

Wy 6 -5 | Gually fesfigy
b
-5

©

ARSI L e

y without writton coment of the Authority i forbidde

L2

owner/agent of goods, in agreement with Part Seven, Section 136 (2) of the Public Health Act.

2012, Act, consent to Yae-above as provided for in section 135 (1d) & (5b),

................ . Date: ., ’24"—“-1 o L3 Y

epresentative)

10 0OCUMENTED INTOSERTINN I & PIDOETY OF > DOG N0 LICUES AUInonty. o

INe conternts (o m

Signature: . R
{Owner uf Arucltl

UG~ \\- wz:]

...........................

STENAIUIC, L. oiienrreseerreereenesarin s Date:
(FDA ()ﬂm al)

Mficer's cmnr s, Ml C‘“’\Cd "‘J"““(,Mh)tm

..‘&@12 . . -
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PHARMACY COUNC

¥, 0. 08 15344, Acera-tterty Tal: [D303) AGIEN, GA18I8 Fax: [703) 631931 Walwite: wwwe poghania sy K os

PC/ADM294/2023 30 NOVEMBIER, 2023

THE MANAGING DIRECTOR
HILLS PHARMACY
ACCRA

INJECTIONS 101U/MILL

CALL OF BELTOCIN AND VERNETOCI

Pharmacy Council has reccived a complaint from the Food and Drugs Authority an your role
i the importation of Beltocin and Vemetocin Injections (Oxytocin 10iuw/ml) which has 10 be

recalled because of the following:

I, Laboratory analyses for both Beltocin and Vernetocin (Oxytocin) injections 10iu/ml)
haye been inconsistent with several batches failing to meet approved quality standards.

"~

Importing substandard oxytocin that could result in prolonged labour and post-partum
haemorrhage which can negatively aflect the mother and/or baby.

The Food and Drugs Authority has accordingly ordered for immediate recall of all batches of

lchocin and Vemetocin Injections (Oxytocin 10iu/ml) imponed by your company .

You are by this letter 1o explain your role in this importation to the Registrar within 25 days of

receipt ol this letter,

Fhank you.

DI DANTEL AMANINING DANQUATN
DEFUTY REGISTRAR -« OPERATIONS
for: REGISTRAR

cer THE CHNEF EXECUTIVE OFFICER

FDA - ACCRA
PA ¢
' pE—— )
Gruater Acoras Reg. Office P& Boux AN 10344, Accra-North, Ghara Tel' (233) (0307) 681929, 880150 Fax: (233) (0302) 681021
Eitinm Regonal Offce Po Box K¥ 2228 Kofordua Tel (03420) 23205 Fax (233)(03420) 24699
Voia Regional Office Po Box MP 1266, HO Tel (03620) 206324 Fax: (233) (03820) 26324
Canttpl Ragunal Officn FoBos CC 1338 Cape Coant Tol (03321533233 Fax (233)(03320) 33220
YWastetn Regunat Cffice Fo Box 1716 Takorad Tei. (03120) 46391 Fax. (233) (03120) 46301
Aant Reguonat Office Po Box K3 7:f Kumak Tal. (02 52201 31636 41455 Far (233) (03320) 31636
Erong Anato Reg: Offie Po Box 743, Sunyin Toi: (03520) 26551 26400 Fax' (233) (03520) 26551
Nt Rog. Ot Pe Box TL 1777 Tumale Tod (03720123001 Fax. (2373) (03720} 23061
- Ungey Emat R Offioo P o Box BG 869 Bokalange Tel. (D3820) 35208 Fav: (223) (03620) 20200
Uppe Viwt ey Omce Pa Bas 170 Wa Tel (03620) 22842 Fax  (233)103020) 22842



| FDA/OPS/SD/24/0204 7" February 2024

CERTIFICATE OF SAFE DISPOSAL

The products described below were destroyed in the normal course of operations in
' pursuant of policies, regulations and procedures under the Public Health Act, 2012, Act 851 |

|
| Applicant Name/Business Address

| Hills Pharmaceuticals Limited |

\
|
.. P O Box AD 785 ;

Adabraka Accra

|
Description of product Disposed. |
As per the attached list '

Method of Disposal '
| The products were destroyed by crushing ‘

Site of disposal :
At Adipa Waste Management Centre, Nsawam ’

|
| Date of Disposal
11" January 2024

Product disposal supervised by
‘ | Regulatory Officers of the Food and Drugs Authority

| Product disposal witnessed by
| Representatives from the Hilis Pharmaceuticals Limited and Nsawam-Adoagyiri Municipal
Assembly

DR DELESE A, A. DARKO |
CHIEF EXECUTIVE OFFICER

Page 1 of 2




PIN — DOC.TYPE: FORM
{ , | DOC NO.: FDAIOPSIFOR - 11 |
FDA) FOOD AND DRUGS AUTHORITY Pagtets | Ve Wit
Effective Date: 17/04/2023
TITLE: RECALL SUMMARY REPORT

Note: This form should be completed for ONLY one batch of the racalled product
Part A: To be filled by Recaling Firm (Manufacturer / Importer / Local Agent / Wholesaler)

.
*nperty 0! bend son Onagr Mithardy Belmses of

'Recall Ref No. [Date: U~} -222 =
' Name of Recallmg Firm: 5 IYaneTed (s LD
£ 'Product Name Lo roum Wit
i !aa:dmo [T Y MigDate:  7)2823 _ Exp.Date (Llagar
% | Reason for Recall.
=_Recall Reconciliation -
“'Name .of Customes /] Qty lsswed wih | Guartity Sold | Quanity "Quantity Recewed | Official Uso
£ Distribution or Retal Outiet | Purchase Out by | Undistnbuted /| from Dmnbuﬂon Verfication at Recall Outlets
s involce (A) Distributor (B) | Available  Stock | Qutlet in response (Distrdbutoe/Retail)
i, (C) = (A}4B) M«:ox’)
£ e.g. Distnbutor/Retail 1 100 75 25 | 25+X
laas Doy | LUsoa o LGobamp  byos Ampy
i _
S LRLY TRELE YR COU S (on ) HUD a0l LS Al
P rHREm |
i

| Total Quantity ©) Lgms [ jow |(8) L& ﬂTF')“E?:"_at,

it mhm.vuf.wm.u recalind frov kv wyels of deamowo"me appacatio

Ll



ETRANIN N 8 propeits of Fond an Devgs Aoty Dgetasure of
Ao party withant wetten cansent of the Aratham iy s N irices

T4 oG et g ot

e snmtnnts b ang r

DOC. TYPE. FORM

DOC NO.: FDAIOPSIFOR - 11
- FDA } FOODAND DRUGS AUTHORITY | "5o0 2 5™ | yer, Now: 01
Effoctive Date: 17/04/2023

TITLE: RECALL SUMMARY REPORT

[ Stock not distributed by imporermanutaciuer (O) Shico

| Eﬁaﬁfa&ﬂ_ﬁ«? n Warehouss atier

" Justification for any deviations observed ‘during
| recanciliation H{g

Batch Disposition
Safe Disposal Initiated: Yes[] No[ | Quantity. ., .. SISy .

Part C: Recall Evaluation (FDA USE ONLY)

Recall Summary: (including action taken if the product was snll available for sa!c or use)
leve W BIFny DR ) Aentl foe  DAENE

"Recall effectiveness (based on the number of Qutiets notified/reached).

Level A 100% JK{
| Level B Between 100% and 10% ]
Level C Less than 10% [}

Were products found duning post-recall venfication Yes [ ] No( ]

neral Remarks [ A
R EE S AL o or z;i‘/v,

Responsible Person / OA (SignDate). Pwtiowd(y (it C&M\M

me

‘ FDA Officer (Sign./Date): % U‘l// u‘r e

A% ewlers 10 Guanivn s recalted Ko fower frvels of dutndution whone applicabie
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FOOD AND DRUGS AUTHORITY

Pase10f2

DOC. TYPE: FORM
-DOC NO.: FDA/OPS/FOR - 11

[ Ver. No.: 01

Effective Date: 17/04/2023

TITLE: RECALL SUMMARY REPORT

Note:  This form should be completed for ONLY one batch of the recatied product

Part A: To be filied by Recalling Firm (Manufacturer / Importer / Local Agent / Wholesaler)

Recall Ref No i Date:  Du-{1-0421
[Nams of iecaling Fimy HiLS PReaaecoa ey WD |
t3 | Product Name: LB AN BT oM F
£% | BatchNo [n-Q\-T& Mig Date: SIE Exp. Date:  0%[203.C . |
53 | Reason for Recall; T Seodp0  PRopw ) . |
£ i Rocall Reconciliation . D
<< Name of Customer | Gty. Issued With « Quartty  Sold | Quantty - Quantity Recewed | OfficialUse - )
¥ = Distribution of Retail Outlet | Purchase Out by | Undistnibuted /| from  Distibution | Venfication at Recal Outits
gy invoice (A) Oistributor (B) | Available Stock | Outiet in response | (Distnbutor/Retail)
=K " (C)={AMB) | torecal (C+X')
z : e.g DistnbutoriRetail 1 100 75 25 254X
£ LEnTeLa Qeaent | Auss Anes  |SYSAw 1 anes | T And
£ peta ]
3 |
£f - —
AL (ATIIL S Ay 3G A 19 BmE | U e
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