o o BEFORE THE EXCISE COMMISSIONER
" pf‘ | HIMACHAL PRADESH
4 : ' Case No. 13/2021-22

Date of Institution: 09-1 2-2021.
Date of Order: os-ﬁg-znzz

IN THE MATTER OF: - = 4
Excise Commissioner Himachal Pradesh m‘

M.’s' Aqua F‘arentral

(Llcensee MD-VI)

]

Parties Represented by:-



NDPS Act and Sectluns 420, 467, 468,471 and 120 B of IPC has been l'egiatered
‘against one ‘Sh. Rakesh Kumar Goyal and his wife Ranjana Goyal ‘who are the
licensees of firm viz. M/s Orison Pharma International at Police Station, _Kala.Amb
Distt. Sirmour for illegally diverting commercial quantity of medicine tablets with
. Tramadol as the n'lain ingredienf which in fact is a prohibited substance under the
Narcotics Drugs and Psychotropic Suljstance Act 1985. After the registration of the
" FIR Sh. Rakesh Kumar Goyal and Smt. Ranjana Goyal have filed an appllcatron for
grant of interim bail before the Hon'ble High Court of Himachal Pradesh . The
Hon'ble Court vide its order dated 30.06.2021 was pleased to obsg‘r\ggl;ihqt “he
State of Himachal Pradesh beihg a hub of pharma; there may Q%;_:__éi-'iikeiihnod of
similar lapses from other manufacturing units, wherein the sub ﬂ;f:@ﬁ:céhw undér -
the NDPS Act and therefore, directed the Office of the LdA ,_ ,.
send a downloaded version of this order for mformatlo C nwmg Ld. Officers
_ Secretary Home, 3)
':Sespeféry Health, 6) Secretary
Excise and Taxatmn 7) Secretary Law B} Di' :tor General of F'ollce 10) The
Director Health, Safety and Regulatlon Tﬁe tnvestlgatlon in this FIR is stated to be

iy

' still pendlng
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3. The licensee/noticee happens to.be' the Managing Partner/Director. of M/s Orison
. Pharma International was also possessing Chemist license in Form MD-VI and
the said Chemist’ Form MD-VI) has already been suspended by this

- office vide op

out the mspectmn of the above stated Ilcenseefnntjcee {i e. Mis Aqua
 Parent after the registration of above stated FIR and submitted its report vide
Totter No.EXN(SZ)-Inspecton-2021-22-5045-47 _dated 6-12-2021. The said _

spection was carried out in the m‘esenne of the Iloenseefnotice It is eviderit from




which in turn has been forwarded through proper channel to the undemigngﬁ for
renewal on 29.07. 2021, .

5. The Learned Advocate for the noticee submitted that License in Form MD-WI
(CHEMIST LICENSE) has rightly and legal_iy been issued as per prescribed
procedure in his favour by the Department for the manufacture of *KAMINI
VIDRAVAN RAS AND ONTROL TABLET" and the same has rightly been zmewecf
by this office for the year 2020 21 (up to 31.03.2021). He submitted %e
noticee deals in the manufacture and trade of A\_.rurvedm medlclneg anﬂ thgréfére
the license granting authority in respect of Ayurvedic med:cmes 1 tijé wDrrector
Ayurveda and not the Drug Controller. Learned Advocate proﬂucéd cnpy of the
notification regarding the appointment of the Dlrector ,Agur\rgda as Llcenslng '
Authonty in support of his claim. '

d as notice under Rule 53(2} of
licensee/noticee is still pendmg

_behalf of the State that this notice should
the Rules as the renewal application

) in&n to the licensee/noticee as it be
rohg provision of law especially when the
icense or permit) of the Rules as well as the
Rule 53(2) (ren-ewaL ofdﬁge provides for giving opportunity of being heard in
either of the tw eventmg‘ﬂeg mentioned in the said Rules. The Ld. Law: Officer has

and no further opportunity is requir
treated as mere mentioning Gf;
prowso to Rule 54(1) (Revocat -I_" (

(s *'-' pleadgd if the present notice is treated as notice under
ules and no prejudice will be caused to the licensee/notice, if




'r' The Ld. Law Officer has %ﬂr argued M@he Director Ayurveda is only, a
Licensing Authority under the Drug and Cosmetics Act and the reaommendahnn of

the Drug Controller is statutorily required as per mandate of Rule 50(1) and in the
absence of this recommendation, the renewal application of MD-VI Chemist License
deserves to be rejected. It was further argued that since the licensee/noticee
already contravened the termis ‘and conditions of the Chemist License in Form MD-
V| which was issued with regard to his another firm namely M/s Orison Pharma
International and the said itcense has already been suspended therefore, the
 licensee/noticee is not at all entitled to get the renewal of the Chemist l_jéanse in .
Fonn MD-VI with regard to the present firm i.e. M/s Agqua Parentra[

8. | have heard both the parties and carefutly gone through the record c:-f the case. The
_perusal of the record shows that the Chemist License in Farm MD VI pending for
renewal has eamer been issued - without the recommendatlons of the Drug
Controller. This fact is further fortified from th“elmrepmt ef ‘the Addl. Commissioner
State Taxes & Excise-cum-Collector South Zone %s far as the contention raised by
the licensee/noticee that the license ussueda‘@zvghe Dlrecior Ayurveda is a suffi cient
_compliance of Rule 50 (I) is conc ~Chapter. IV-A of the Drugs and

Cosmetics Act deals with t e pro! m‘relatlng to AYURVEDIC, SIDDHA and

or # is only notified as a Lu:ensmg Authority for

thereof and 50() prcwldes as under

Excise t:omma‘ssloner or any other- nfﬁcer specifically

; ed by him in this behalf, may on the recommendation of the State

Jrug Controller, Himachal Pradesh; grant a Chemist’s license in Form MD-

Vi, to any person. on payment of a fee of rupees two hundred and subject
to the conditions specified in sub-rule (2) of this rule:

Provided that no license in form MD-VI shall be granted to a person who

qoas not. rmld_ the requfafte license under the Drugs Rules, 1945, m-dﬂ :
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evident from the record that the licensee/noticee is manufacturing KAMINI
VIDRAVAN RAS AND KAPUR RUS which contains opium as one of the key
Ingredient and each 250 mg table of KAMINI VIDRAVAN RAS contains 80 mg of
opium and each 125 mg tablet of KAPUR RUS contains about 18 mg of opium.
Thus, it is evident from the record that the product manufactured by the
licensee/noticee involves opium which is a Narcotics substance under the Narcotic
Drugs and Psychotropic Substances Act 1985.

10. Since, the licensee/noticee uses narcbtics substance i.e. opium for the
manufacturing of his products therefore, in my opinion the recommendations of
Drug Controller is required and it is a condition precedent for issuance of Chemist
License in Form MD-VI as per the mandate of Rule 50(1) of the Rules. The’
issuance of license by the Director Ayurveda-cum-Licensing Authority does not in
any manner be construed as the fulfiliment of the requirement of Rule 50(1).

Even otherwise, it is a settled law based on a Latin maxim "Expressio
unius est exclusio alterius' that if a statute provides for a thing to be done in a
particular way, then it has to be done in that manner and in no other manner and
following any other course in not ﬁ)*Ermiséible Therefore, an application for renewal
of MD-VI Chemist License r.anqot be entertained without the recommendation of
the Drug Controller, Hlmachal R#gdesh

11. As far as the issuance of notrce under proviso to Rule 54(1) instead of Rule 53(2) is
concerned, it is ciystal clear from the above said Rules that all that is reauired
under the law is to give opportunity of being heard to the licensee/noticee before
passing any order either for revocation of license or permit or for refusal to renew

) s%; 1ﬁe case may be. Therefore, | faund substance in the arguments of
o i | __'ffy of being heard to the
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caused to the Iicenseefnoticge if the show cause notice be treated 'Eiﬁe'under Ru.\e:
53(2) especially when the licencee/notice knew his case from its intiation.
12.It is also evident from the record that an FIR has already been registered against
the licensee/noticee and the Chemist License in Form MD-VI issued in his favour in
respect of M/s Orison Pharma International has already been suspended. The
investigation against the licensee/noticee is still going on. The registration of an FIR
-against the noticee/license itself shows that the licensee/noticee violated the terms
and conditions of the license. Furthermore, it is evident fromlthe inspection report
that the M/s Aqua Parentral is sharing its same administrative office along with Mfs
Oriscn Pharma and M/s R.R Biotech/P) Ltd. Since, the FIR has already been
registered against the licensee/noticee and investigation is already pending and the
Chemist License in Form MD-VI issued in favour of the licensee/noticee in respect

of M/s Orison Pharma-International already stood suspended therefore, | found no
reasons to renew the present MD-VI License as the present proceedings in my
B considered opinion aré to be decided on the basis of preponderance of probabilities

rather than on the basis of proof beyond all reasonable doubt.
13.Keeping in view the discussion made ":HE[_giﬁ;i:-ove. in my opinion the renewal
application of the licensee/noticee is iable to he refused and is refused accordingly
with a liberty reserved to the iicénséé’:m‘jﬁcee to submit the renewal application if s0
desires, alongwith the recommendation of the Drug Controller as per mandate of
i Rule 50(1), provided the licenseeinoticee fulfils - the other requirements of law

required for applying of such license.

2 C nﬁer‘ned.

mpletion be consigned to records. Record requisitioned from other
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st.
ndst. No. Do S'Ij&E_!Ec-Readarfzom-22!3595-3601

Dated: 10-02-2022

-

- | Shimla-171009
Copy for information to:

¥

e i -
‘M/s  Aqua Parentral, Village Khari, Mauza Ogli, Kala Amb,  District
Sirmour, Himachal Pradesh (Licensee MD-VI) for information and

compliance of orders above.

2. The Collector-cum-Addl. Commissioner {ST&E) South Zone, Shan
for information and further necessary action. § W

Director, authorized fepresent_atwes
Shri Sandeep Mandyal, Legal Cell

w-e 5
Readerito the

Excise Commissioner
'Himachal Pradesh



