Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Gistt. Solan, H.P.,, 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

Page 1 of 10/ Ctp. 1 n3 10

E’roduct : Ibuclin, film-coated tablets, 400 mg + 325 mg

Hpoaykr: N6ykann®, Tabaerky, NOKPbIThIE MJIeHoUHO#H 000/10uKoii, 400 mr + 325 mr

| Market / PoiHOK :Russia / Poccust -
Batch No / _ Batch Quantity / . 800000 tab /
Cepus Ne V2402160 O0bem cepun " 800000 Tab
Analytical RepOft No/ - 040002698937 807Date of Analysis / . 2710.2024
AHanuTHYeCKHIi oTueT Ne JlaTa aHa/IM3a
Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029
JlaTa npou3BoACTBa I'onen no
Mifg. License No. / MA ber: /
IIpousBoacTBeHHAS : MNB/05/263 anak . JIII-Ne(003654)-(PT"-RU)

Homep PY

JnneH3ns Ne

_Analysis performed according ND: / Ananu3 mposenen o HJI: JITI-Ne(003654)-(PT'-RU)-101123

Nt |Test / IlokazaTenn Results/ PesyabTaThl

Specification / Hopma

Appearance /
1 |Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetku
KancyJnoBUHOR (OPMBI, TOKPHITIE
[ICHOUHOH 000J104KOMH OpaHkKeBOro
I[BETa, C PUCKOH Ha OJTHOH CTOPOHE;

Ha MONEePEeYHOM pa3pese — apo
6eJoro 1BeTA.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KarncynoBuaHOM
($OopMBI, TOKPBITHIE MIEHOYHOR 06010uKOH
OpaHKEBOro LIBETA, C PUCKOH Ha OIHOI CTOpOHE;
Ha ITOIIEPEYHOM pazpese — sapo Oesnoro uiu
nouTH 6enoro 1pera.

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeGoBanusm HJI

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by / Checked by /
IToaroroBaeHo: Rama Kat}

|
Aulpd

IIpoBepeno: Pardeep Kumar

Approved by: Managey/Executive
/Opo6peno: Menemkgp /
PykoBoaurens Ab] shck_ Chauhan

{

Ci—/..’/"
Reprint Date:

Hara: 27.10.2024

Reprint Date:
Jara: 27.10.2024

Reprint Date:
Hara: 27.10.2024

[»

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Qi"'

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel 1 +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIU3A

Page 2 of 10/ Ctp. 2 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Npoaykr: Hoykanu®, Ta6/1eTKH, HOKPHITHIE IUIEHOYHOM 060104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccust

Batch No / ) Batch Quantity / . 800000 tab /

Cepus Ne ARy O6bem cepuu " 800000 Tab

Analytical Repovrt No/ - 040002698937 807Date of Analysis / - 27.10.2024

AnasmTayecknii order No JaTta anaimza

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

Jarta npousBoiacTBa I'ogen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHas : MNB/05/263 o ) : JIII-Ne(003654)-(PT’-RU)
Homep PY

nuneH3nd Ne

Analysis performed according ND: / Anaau3 nposeaen mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

2 I(Teenﬁﬁcation /
IloaMHHOCTE

Complies as prescribed/
CooTBercTRyET

The retention times of the main peaks on the
chromatogram of the test solution should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /
Bpemena ynepxkuBaHHs OCHOBHBIX IHKOB Ha
XpoMaTorpaMMe HCIBITYEMOTO PAaCTBOPA JOJIKHEI
COOTBETCTBOBATh BPEMEHAM YIEpP>KHBaHHUS [IHKOB
Ha XpoMarorpaMme pacTBOpa CTaHAAPTHEBIX
obpasuoB ubynpodena u mapaneramona (pasgmen
«KonndecTBEHHOE OINpPENEIIEHHE)

3 |Average tablets weight /
Cpennsas macca TadjeToK

971.2 mg/ 971.2 mr

940.9 mg to 999.1 mg
(970.0 mg = 3.0 %) /
Or 940,9 MI" i o) 999,1 MT

(970,0 Mr + 3,0 %)

4 |Disintegration /
\_ PacnanaemMocThb

07 min 09 sec / 07 mun 09 cex

Not more than 30 min /
He 601ee 30 MuH

Remarks : The Product conforms to ND/
IHpumeuanue: [Tponykrt cooTBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3aknrouense: OLIOBHEHO

Prepared by /
IToarorosaeno: Rama Kiﬁl’
f

Q)

Checked by /

f

=l —

IIpoeepeno: Pardeep Kumar

r/Executive
/Onobpeno: Menegep / J
PykoBomurens A 'shflj/(:- authan

Reprint Date:
Hara: 27.10.2024

Reprint Date:
Jara: 27.10.2024

Reprint Date:
Jara: 27.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s “:’

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Te!: 491 98156 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIU3A

Page 3 of 10/ Ctp.3 3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayrt: Hoykaun"”, Ta61eTKH, NOKPBITBIE IJIEHOYHOH 060/1049K0ii, 400 Mr + 325 Mr

 Market / Peinok ~ :Russia/Poccus

Batch No / . Batch Quantity / . 800000 tab /

Cepusi No § V2402160 O6beM cepuu " 800000 Tab

analyeiet Report Ao 040002698937 807Date of Analysis/ . o7 14 5054

AHaJauTHYecKHi oTueT Ne JlaTa anannza -
Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

Jara npou3BoacTBa I'onen no

Mfg. License No. / MA number: /

IIpousBoacTBEHHAN : MNB/05/263 : : JIII-Ne(003654)-(PI'-RU)

Homep PY
JHLeH3Hs Ne - -

Analysis performed according ND

: / AHayu3 npaaeneﬂ mo HJI: JITI-Ne(003654)-(PT-RU)-101123

5 |Dissolution /
PacrBopenue

98 % to 102%

98 % to 102%

Not less than 70% (Q) of Ci3H 13502 (ibuprofen)
after 30 min/
He menee 70 % (Q) Ci3H 130, (ubynpoden) uepes
30 MuH
Not less than 70% (Q) of CsHoNO: (paracetamol)
after 30 min /
He menee 70 % (Q) CsHoNO, (napaueramosn)
yepes 30 MUH

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusam HJT

Opinion : APPROVED
3akmouenune: OJIOBPEHO

Prepared by /
Ioxrororneno: Rama Kant

pe

Checked by /
[TpoeepeHo: Pardeep Kumar

Approved by: M r, ager/Executive
/Onobpeno: Mengmxep /
PykoBoautens jAbhishek Zhauhan

fi

Reprint Date: \
Hara: 27.10.2024

Reprint Date:

Hara: 27.10.2024

Reprint Date:

Jara: 27.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q::"

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bagdi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: 491 98156 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Page 4 of 10/ Ctp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxrt: UGykanu”, TabaeTKH, IOKPLITHIE MIEHOYHOH 060/104K0i, 400 Mr + 325 Mr

Market / PoIHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000 tab /

Cepus Ne G 2402160 O6bem cepun " 800000 Tab

Analytical Repourt No/ 040002698937 807Date of Analysis / - 27102024

AHAJIHTHYECKHI oTueT Ne Jarta ananusa

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

Jata npousBoacTBa I'ogen no

Mifg. License No. / MA number: /

IpousBojcTBeHAAS : MNB/05/263 it . JIII-Ne(003654)-(PT-RU)
Homep PY

JIMIeH3HsA Ne

Analysis performed according ND

: / Anann3 nposegen o HJI: JITI-Ne(003654)-(PT'-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoncrBenHble mpuMecu than 0.005% /
Method 1/ Meton 1 4-amMuHOpEHON (NpUMech TMapaueTamoyia) He
boiee 0,005 %
Method 2 / Meton 2 . Any individual impurity (of ibuprofen or
0.04% paracetamol) - not more than 0.3% /
JIrobas exuHuuHas npumech (ubympodeHa wumu
napauetamoria) He 6onee 0,3 %
0.04% Total impurities (Method 1+ Method 2) - not more
e than 0.7% / Cymma npumeceil (Metozn 1 + Mertog
2) e donee 0,7 %
7 |Water / Bona 1.7% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanne: ITpoaykT cooTBeTcTBYeT TpeboBanusam H]I

Opinion : APPROVED
3akioueHue: O,I[OB})EHO

Prepared by /
IToxgrorosneno: Rama Kant

Checked by /

n

IIpoBepeno: Pardeep Kumar

Approved by: Manager/Executive
/Onobpeno: Menemjkep /
PykoBonurens Aphishek Chauhan

Bolod

Reprint Date:
Jlata: 27.10.2024

Reprint Date:

Hara: 27.10.2024

Reprint Date:
Hara: 27.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s Q'}

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page 5 of 10/ C1p. 5 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: Hoyknun®, Tab6aeTKH, TOKPBITHIE MIICHOYHO#H 0601049K0i, 400 Mr + 325 Mr

Market / Peinok :Russia / Poccus _ - - )
Batch No / . Batch Quantity / . 800000 tab /
Cepusi Ne S O0bem cepun " 800000 Tab
Analytical Repo‘}*t No/ - 040002698937 807Date of Analysis / . 27.10.2024
AHaHTHYeCKHI oTueT No JaTa ananmmza
Date of Manufacture / . 09/2024 Date of Expiry / - 08/2029
JaTa npou3BoACTBA T'open no
Mfg. License No. / MA number: /
IIponsBoacTBeHHAS : MNB/05/263 ' ;. JIII-Ne(003654)-(PT-RU)
Homep PY
JHIeH3us No

Analysis performed according ND

: / AHaqu3 nposeaes no HJI: JITI-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /

OJHOPOAHOCTD
Z03MpOBaHUA

- ibuprofen / ubynpoden

- paracetamol /
napaneTamon

Acceptance value (AV) should be not more than

1.3 15.0 /Iloka3arens npuemiemoct (AV) qosxeH

ObITh He 6oiee 15,0

Acceptance value (AV) should be not more than

1.4 15.0 / oxkazarens npuemieMoctd (AV) J0mKeH

OLITH He Goitee 15,0

Remarks : The Product conforms to ND/
IIpumeuyanue: [Ipoaykt coorBeTcTBYeT TpeboBaHusm HIT

Opinion : APPROVED
3axuouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IloaroroBneno: Rama Kant [IpoBepeno: Pardeep Kumar /Onobpeno: Menemkgp /
Pyxosogutens Ablishek Cauhan
e s s
Reprint Date: \ Reprint Date; Reprint Date: /
Hara: 27.10.2024 Hara: 27.10.2024 Jara: 27.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories itd
Formulation Unit-6

Vill. Khol, Nalagarh Read, Bagdi,
Distt. Solan, H.P., 173 205, INDJA
Te!: 491 98156 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 6 of 10/ Ctp. 6 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Uoykaun®, Ta6ieTKH, NOKPbITHIE IJIEHOUHOH 06004Ko0ii, 400 Mr + 325 Mr

Market/ Peinox :Russia / Poccus -

Batch No / _ Batch Quantity / . 800000 tab /

Cepus No V2402160 Ob6bem cepun " 800000 Tab
Analytical Rep0ft No/ . 040002698937 807Date of Analysis / . 97.10.2024
AHaJIHTHYECKHI oTyeT Ne JlaTa ana;m3a -
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

JlaTa mpousBoaCTBa T'onen go

Mifg. License No. / MA number: /

IIpon3zBoacTBeHHas : MNB/05/263 ’ : JIII-Ne(003654)-(PI'-RU)

Homep PY
JHuens3ua Ne

Analysis performed according ND

: / AHasIH3 npoBeaeH mo HJI: JIII-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /
MukpoOHoJoruyecKas
4yHuCcTOTa*

a) Total aerobic microbial
count / Ob1iee yucio
a3pobHBIX
MHKPOOPraHU3MOB

b) Total combined yeasts
and mould count / O6uiee
YHCIO IPOXOKEBBIX H
IJIECHEBBIX rpuboB

¢) E. coli

NA

NA

NA Shall
1r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

be absent in lg / OrcyrctBue B

Remarks : The Product conforms to ND/
Ilpumeuvanme: [Ipoaykt coorBeTcTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3axnawuenue: OJJOBPEHO

Jara: 27.10.2024

Prepared by / Checked by / Approved by: Manager/Executive
[Toarotorneno: Rama Bj&t_ IIpoBepeno: Pardeep Kumar /Onobpeno: Menemiep /
i Pykosonutens Abhishek Clfauhan
7 == ] }fd
Reprint Date: ' Reprint Date: Reprint Date:

Hara: 27.10.2024

Harta: 27.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':'

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bagdi,
Distt. Solan, H.P., 173 205, 17DIA
Te!: +91 98156 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 7 0of 10 / Ctp. 7 m3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Iponykr: M6ykaun®, Taéaerxu, NOKPLITHIC NJICHOUHOIH 000J104K0ii, 400 Mr + 325 mr

Market / Ppinox :Russia / Poccus

Batch No/ - V2402160 Batch Quantity / : 800000 tab/

Cepus Ne O6bem cepun 800000 Tab

Analytical Rep0ft No/ - 040002698937 807Date of Analysis / . 27.10.2024

AHanuTHYeCKHH oTyeT Ne Jara anainsa

Date of Manufacture / . 09/2024 Date of Expiry / - 08/2029

JlaTa mpousBoacTBa T'oxen go

Mifg. License No. / MA number: /

IlponsBoacTBeHHas : MNB/05/263 ) ¢ JIII-Ne(003654)-(PT'-RU)
Homep PY

Junenzus Neo

Analysis performed according ND

: / Anams nposeaen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

10 |Assay / KonuuyecTBeHHOE
onpeaeJieHHe

397.0 mg / 397.0 mr

320.37 mg/ 320.37 mr

360.0 to 440.0 mg of Ci3Hi30; (ibuprofen) per
tablet /

Ot 360,0 mr o 440,0 mr Ci3H1302 (ubynpoden) B
TabneTke

292.5 to 357.5 mg of CsHyNO; (paracetamol) per
tablet /

071292,5 mr 10 357,5 mr CsHoNO, (napaneramon)
B Tabrnerke

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 Tabnerok
B [IBX/Al 6nucrep. ITo 1 6nucrepy
B Nayky KapTOHHYIO BMECTE C
HHCTPYKLHEH 10 NPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnetok B [IBX/Al Gmucrep. Ilo 1, 2 unu 20
OnucTepoB B mHadKy KapTOHHYKO BMECTE C
HHCTpYKIHEH MO0 NPUMEHEHHIO.

12 | Labeling / MapkupoBka

According to ND. / B cootBerctBun ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C. /

Xpanenue IIpu Temnepatype He Beiuie 25 °C.
14 | Shelf life / Cpox 5 years /5 ner
FOAHOCTH

Remarks : The Product conforms to ND/
ITIpumeuanne: Ilponykr cootrercTByeT TpeboBanuam HJJ

Opinion : APPROVED
3aknioueHue: OIIOBP@HO

Prepared by /
ITogrorosnexo: Rama Kant

Lo

Checked by /

ITpoBepeHo: Pardeep Kumar

<

Approved by: Managey/Executive
/Opo6peHo: Menemkdp /
PykoBonutens Abliishek Ch?(uhan

-
-

Reprint Date:
Hara: 27.10.2024

Reprint Date:
Jara: 27.10.2024

=

Reprint Date:
Hara: 27.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q':'

Dr. Reddy's Laboratories td.,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Gistt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 8 of 10/ Ctp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

poayxr: UGyknun®, TabeTku, NOKPLITLIE NIEHOYHOH 060s104K0i, 400 Mr + 325 Mr

Market / PeiHOK : Russia / Poccust

Batch No / . Batch Quantity / 800000 tab /

Cepua Ne NSO O6bem cepun " 800000 Tab

Analytical Repovrt No/ - 040002698937 807Date of Analysis / . 27.10.2024

AHaJIHTHYeCKHii oTueT Ne JlaTa aHaH3a

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

JlaTa npousBoacTBa I'open no

Mfg. License No. / MA number: /

IIpon3BoAcTBeHHAA : MNB/05/263 ) : JII-Ne(003654)-(PI'-RU)
Homep PY

JauneH3ns Ne

Analysis performed according ND: / AHaau3 npoeegeH mo HJI: JITI-Ne(003654)-(PT-RU)-101123

Note: References in the normative document are given to the Rus.

Ph XIV.

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis.

[Tpumeuanne: CcbUIKA B HOPMATUBHOM TOKYMEHTaHUH nipuBeeHbl Ha ['D PO XIV.

* JIpoBOAUTCS MPOU3BOJMTENEM IPH BHIIIYCKE MEpHOTMYECKHU: s Kax ol 20-0#i cepuu uim He MeHee 1 pasa B
rox. ITokxasarens MoxeT OBITh HE BIJIIOYEH B cepTUUKAT aHamu3a QUPMEL.

API name / HanmeHoBanue APC: Ibuprofen / U6ynpoden Paracetamol / ITapaneramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [lapaneramon
@Fl mannfacturerbatehnumber PIBM240153 4284/24-25, 4285/24-25
Homep cepun npousBoaurensi A®C:
FP Manufacturer API Batch number /

FERA00481 FERAO00438, FERA00439

Homep cepun cyGcTaHUMHA NPONU3BOAHTEISA
IJId:

API Manufactured by & country /
IIponsBogurens A®C, crpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caitercus Jlumuren,
Wnnus

Sri Krishna Pharmaceuticals
Limited, India / lpu Kpuiuna
®apMmacsrotukanc Jlumuren,
Wngus

Remarks : The Product conforms to ND/

Opinion : APPROVED

IIpumeuanue: ITpoaykt cooTBeTcTBYET TpeboBanusm HJI

3akyouenne: O,Z[(?BPEHO

Prepared by /
IToarorosneHo: Rama Kant

Byt

Checked by /
[TpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Opo6peHo: Meugmxep /
PykoBoautenn ("’ bhishe?/(‘hauhan

Reprint Date: )

Hara: 27.10.2024

Reprint Date: -

Hara: 27.10.2024

Reprint Date:
JHarta: 27.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

@
Dr. Reddy’s q:.‘ Vill. Khol, Nalagarh Road, Baddi

Distt. Solan, H.P.,, 173 205, IMNDIA
Tel: +91 98156 56001-C2
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A
Page 9 of 10/ C1p. 9 m3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Uoykann”, TadieTKH, NOKPHITHIE IJIEHOYHOH 06010uK0i, 400 Mr + 325 Mr
Market / PoiHoK :Russia / Poccust
Batch No / . Batch Quantity / . 800000 tab /
Cepus Ne § MEELE0D O6bem cepun " 800000 Tab
Analytical Repog‘t No / - 040002698937 807Date of Analysis / . 27.10.2024
AHanuTHYeCKHI oTueT No Jata ananu3za
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2020
JaTa npou3BoacTBa Topen mo
Mfg. License No. / MA number: /
IIpouzBoaCTBEHHAS : MNB/05/263 ) 1 JIII-Ne(003654)-(PI'-RU)
Homep PY
JUnen3ua No
Analysis performed according ND: / Ananus nposeaen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

Name, address, authorization No for = FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HanmeHoBaHue, agpec, JIHIEH3IHs A5 H-p Pennu’c Jlaboparopuc JIta., Unaus, [IpousBoacTeeHHOE
IIpou3BoacTBeHHas nJomaaka / Ilnomaaka noapasaenenue-6, Bumn. Kxons, Hanarapx Poyn, bagnu, Jlnctpukr
KOHTPpoJIs kauecTBa / Ilnomaaka BeInycka Conan, X.I1., 173205, Uuaus (nuuensus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

Jakamwyenue v coviBerciBun: WHaCTusunm s HOATBEPRAAID, Y10 HPUBEACHHAS BbILE MHPOPMALIUA SBJISEICS
JOCTOBEPHOM M TOUHOMW. OJTa cepus NMPOAYKUMH Npou3BelieHa (BKIIOYas YMaKoBKY (MapKUpPOBKY) M KOHTPOJb
KayecTBa) Ha BBIEYKa3aHHOW MNpPOU3BOJCTBEHHOM IuIolIaAke (IUIOIIAAKAX) B TMOJHOM COOTBETCTBHU C
TpeboBanusamu [IpaBun Haanexaiueil NMpoU3BOACTBEHHOH NpakTHKH EBpasuiickoro s3koHomMH4eckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs6ps 2022) 1 TpeGOBaHUAMH KOHTPOJIS KAUECTBA JIEKAPCTBEHHBIX CPEICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanne: [Tpoaykt cootsercTByeT TpeGoBauuam HJI 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Managegt/Executive
IToarororneno: Rama Kant ITpoBepeno: Pardeep Kumar /OpobpeHo: Mene /

@NA@ Of—z— PykoBonuTens /ft})
Reprint Date: \ Reprint Date: Reprint Date:
Hara: 27.10.2024 Hara: 27.10.2024 Hara: 27.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0A507
www.drreddys.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Dr Reddy,s q.... Vill. Khol, Nalagarh Road, Baddi
° .. ’ , baadt,

Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Page 10 of 10 / Cp. 10 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Mpoaysr: MGyxinn", Tab/ieTKu, NOKPbITHIE IJIEHOYHOH 060/104K0i, 400 Mr + 325 Mr

Market/ PoiHOK : Russia / Poccust

Batch No / . Batch Quantity / . 800000 tab /

Cepus Ne $ V2402160 O6bem cepun " 800000 Tab

Analytical Rep0ft No/ - 040002698937 807Date of Analysis / . 27.10.2024
AnanuTHyeckuii oTueT Ne JlaTa anannza

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029

JaTa mpousBoacTBa T'omen ao

Mfg. License No. / MA number: /

IIpousBoacTBeHHAsI : MNB/05/263 ) i JIII-Ne(003654)-(PT'-RU)

Homep PY

nunen3us Ne

Analysis performed according ND: / Anasius nposegen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

a TaKoKe B COOTBETCTBUU CO CHCI.[I/I(l)HKaLlI’IHMI/I, COACPXKAIMMHCA B PETUCTPALTUOHHOM NOCBE CTPaHBI-UMIIOPTEpa.
3amucu o NPOHU3BOACTBY, YIAKOBKE M aHAJIM3Y MPOBEPEHBI, U YCTAHOBIIEHO UX COOTBETCTBUE TpC6OBaHI/I}IM HpaBHJI
Haajexalen HpOHSBOﬂCTBeHHOﬁ IMNPaKTHUKH EBpaSHﬁCKOFO 3KOHOMHYECKOI'0O COKO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: ITpoayxT cooTBeTcTBYeT TpeboBaHusaM HJI 3akmodyenue: Oﬂoﬁ’ EHO

Prepared by / Checked by / Approved by: Manager/Executive

Ilogrotopneno: Rama Kant IIpoBepeno: Pardeep Kumar /Onobpeno: Menejpkep /
@U“‘M} { Pykoeoautens Abhishek C}/auhan

Reprint Date: i Reprint Date: Reprint Date:

Hara: 27.10.2024 Hata: 27.10.2024 Hara: 27.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: +G1 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




