Dr.Reddy’s ":‘

Dr. Reddy's Laboratories |td.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 1 of 10/ Crp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: U6yknun®, TabaeTKH, NOKPHITHIE MJIEHOYHOI 060/104K0ii, 400 mMr + 325 Mr

Market / Poinok :Russia / Poccns

Batch No / . Batch Quantity / _~ 800000.0 tab/
| Cepust Ne 3 VeV O0nem cepun " 800000.0 Tab

Analytical Repo:’t No/ - 040002595423 Date of Analysis / . 97.07.2024

AHaNUTHYECKHI 0TYeT Ne JlaTa ananu3a

Date of Manufacture / - 06/2024 Date of Expiry / . 05/2029

JlaTa npou3BoAcTBa Ionen no

Mfg. License No. / MA number: /

TponsBoacTBeHHAs : MNB/05/263 b - JITI-Ne(003654)-(PT-RU)

Homep PY
JHHeH3ud Ne

Analysis performed according ND: / Anaan3 nposened mo HJ: JIII-Ne(003654)-(PT-RU)-101123

Ne [Test/ Iloka3zaTesnb

Results/ Pe3yanTaThl

Specification / Hopma

Appearance /
1 |Onncanne

Orange film-coated, capsule-shaped, one-side
scored tablets; white core at the cross-section.
/  Tabnerkm  kamcynoBuiHO#  GOpMBI,
MTOKPBITBIE IUIEHOYHOM oGonouxoit
OpaHKeBOTO I1IBETA, C pPHUCKOH Ha OAHOMN
CTOpOHE; Ha TONEPEYHOM paspe3e — AIpo
Genoro LiBeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku Kancyia0BUIHON
(OpMbI, MOKPHITHIE TIEHOYHON 000104KOH
OpaHXEBOro L{BETa, C PUCKOH Ha OJHOM CTOPOHE;
Ha MOoTIepeYHOM paspese — sapo 6enoro uin
nouTH 6enoro uBeTa.

Remarks : The Product conforms to ND/
IIpumeuyanue: [TpoaykT cooTBeTcTBYET TpeboBanuAM HJI

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by /

Maurya

b —

[Toarorosaeno; Santosh K__‘lelmar

Checked by /
[TpoBepeHo: Pawan Kumar

%
-~

Pl ——
!

Approved by: Manager/Executive

/Opo6peno: Menemkep / ’\(M

PykoBomurens Manoj Kumar

Reprint Date:
Jara: 27.07.2024

Reprint Date:
Jara: 27.07.2024

Reprint Date:
Hara: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +41 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PL.COD4507

www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 2 of 10/ Ctp. 2 u3 10

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

Hpoayxr: M6ykaun®, Ta6neriu, noKpuIThIe NUIEHOYHOI 060.104K0#, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccus

Batch No / ] Batch Quantity / ~800000.0 tab /

Cepust Ne i V2401317 O6bem cepHu " 800000.0 Tab

Analytical Repo:‘t No/ - 040002595423 Date of Analysis / . 27.07.2024

AnanuTHdeckuii oTyer Ne JaTta anaqnza

Date of Manufacture / . 06/2024 Date of Expiry / - 05/2029

JlaTa npou3BOACTBA I'ogen no

Mfg. License No. / MA number: /

Mpon3BoACTBeHHAs! - MNB/05/263 er: . JII-Ne(003654)-(PT-RU)
Howmep PY

JnneH3us Ne

Analysis performed according ND: / Ananu3 nposegen no HJI: JIII-Ne(003654)-(PT-RU)-101123

2 Complies as prescribed/

CoOTBETCTBYET

Identification /
IToasMHHOCTDL

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) /
BpeMmeHa ynepxHBaHHsS OCHOBHBIX IIMKOB Ha
XpOMaTorpaMme HCTIBITYEMOro PacTBOpa JOJKHBI
COOTBETCTBOBATH BpeMEHaM YAEPKHBaHUS HKOB
Ha XpOMATOTpaMMe pacTBOpa CTaHIAapTHBIX
obpasnoB ubynpodeHa u napaueraMmoda (paszaen
«KonuuecTBeHHOE ONPENCTIEHNUEN)

Average tablets weight / 969.3 mg / 969.3 mr

Cpennss Macca TabJIeTOK

940.9 mg to 999.1
(970.0 mg + 3.0 %) /
Or 940,9 MI'
(970,0 mr = 3,0 %)

mg

999,1 M

J0

Disintegration /
Pacnagaemoctn

09 min 19 sec/ 09 MuH 19 cex

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
Ipumeyanue: [Tpoaykr coorBercTByeT Tpeboranusam HJL

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by /
[MToarorosneno: Santosh

Kumar
Maurya { ﬁ

[Tpoeepeno: Pawan Kumar

Approved by: Manager/Executive
/Opo6peHo: Menemxep / \ il J
Pykoroautens Manoj Kumar "'”.’,la”"/'

y’ .

Reprint Date:
Jara: 27.07.2024

Reprint Date:
Jara: 27.07.2024

Reprint Date:
Hara: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +51 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507
www.direddys.com




Dr.Reddy’s “:'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 3 of 10/ Cp. 3 u3 10

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

MpoayxT: M6ykanu®, Ta6ieTkH, NOKpPBITHIE NIEHOUHOIT 060/104K0#, 400 Mr + 325 Mr

Market / PpiHoK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepusz Ne SSERDIDT O6neM cepun " 800000.0 Tab

Analytical Repovrt No/ . 040002595423 Date of Analysis / . 97.07.2024

AHaJHTHYEeCKHi oTueT No JlaTa anajgusza

Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029

JaTa npoH3BoACTBA Tonen no

Mfg. License No. / MA number: /

Ipou3BoACTBEHHAS : MNB/05/263 r— . JITI-Ne(003654)-(PT-RU)
Homep PY

JuneHsus Ne

Analysis performed according ND: / Anann3s nposegen no HJI: JITI-Ne(003654)-(PT'-RU)-101123

5 |Dissolution /

PacrBopenne
100 % to 103%

98 % to 102%

Not less than 70% (Q) of Ci3HisO: (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3Hi30: (ubynpoden) uepes
30 MuH

Not less than 70% (Q) of CsHoNO; (paracetamol)
after 30 min /

He menee 70 % (Q) CsHoNO: (napaueramon)
yepes 30 MUH

Remarks : The Product conforms to ND/
ITpumeuanne: [Ipoaykr cootBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

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

[Toarotosneno: Santosh Kumar | [Ipoeepeno: Pawan Kumar /Ono6peno: Menemxep / A '_2[ Il l

Maurya /P Pykosoaurens Manoj Kumar 1) el
Reprint Date: Reprint Date: ' Reprint Date:

Hata: 27.07.2024 JHara: 27.07.2024 Hara: 27.07.2024

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: mai!@drreddys.com
CIN: L851.95AP1584PLCO04507
www.drreddys.com




Dr.Reddy’s ‘

Dr. Reddy's Laberatories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddlj,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page 4 of 10/ Cp. 4 u3 10

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

Hponyxr: M6ykaun®, TabaeTKH, DOKPLITbIE NIEHO4HOH 060104K0ii, 400 Mr + 325 Mr

Market / Peinok :Russia / Poccus

Batch No / _ | Batch Quantity / ~800000.0 tab /

Cepnst Ne s Oo6beM cepun " 800000.0 Tab

Analytical Repo:‘t No/ . 040002595423 Date of Analysis / . 97.07.2024

AHaadTH4YecKHi oTyeT No JlaTa aHajmsa

Date of Manufacture / . 06/2024 Date of Expiry / - 05/2029

JarTa 1npou3BoicTBa I'open xo

Mfg. License No. / MA number: /

IIpoH3BOACTBEHHAS : MNB/05/263 e . JITI-Ne(003654)-(PT-RU)
Howmep PY

JuueH3us Ne

Analysis performed according ND: / Anaau3s nposeaes no HJI: JITI-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoacreBenHble NpIMecH than 0.005% /
Method 1 / Meton 1 4-amuHodeHON (MpUMECh TapaleraMmona) He
6onee 0,005 %
Method 2 / Metopn 2 ) Any individual impurity (of ibuprofen or
0.04% paracetamol) - not more than 0.3% /
Jrobas emunuyHas npumech (ubynpodeHa win
napaneramona) He 6onee 0,3 %
0.04% Total impurities (Method 1+ Method 2) - not more
e than 0.7% / Cymma npumeceii (Meron 1 + Meton
2) "e 6onee 0,7 %
9 |Water / Bona 1.5% Not more than 5.0% /
He 60omee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanne: IIpoaykr cootBeTcTBYeT Tpebosanusam HJ

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[ToarotosneHo: Santosh Kumar | ITposepeto: Pawan Kumar /Ono6peHo: Menemxep / J
Maurya ', ' PykoBoautens Manoj Kumar @,
Reprint Date: Reprint Date: Reprint Date:

Jara: 27.07.2024 Hara: 27.07.2024 JHara: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax; +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLC004507
www.drreddys.com




Dr. Reddy's Laboratories [td.
® Formulation Jnit-6

)
Dr. Reddy,s ‘:. Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 5 of 10/ Crp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
poaykr: M6yknun®, TabaeTKH, NOKPBITHIE NIEHOYHOMH 0060/10uK0ii, 400 mMr + 325 mr

Market / Peinok :Russia / Poccus
Batch No / ) Batch Quantity / . 800000.0 tab /
| Cepust Ne ] O6beM cepun " 800000.0 Tab
Analytical Repovrt No/ . 040002595423 Date of Analysis / . 97.07.2024
AHanuTHYecKHii oTyeT Ne Jarta anaymmsa |
Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029
JlaTa npoM3BOACTBA I'ogen xo
Mfg. License No. / MA number: /
[IpousBoacTBeHHas : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY
Junensns Ne _

Analysis performed according ND: / Ananu3 nposegen no HJI: JITI-Ne(003654)-(PT-RU)-101123

10 | Uniformity of dosage
units /
OIHOPOAHOCTD Acceptance value (AV) should be not more than
JNO3UPOBAHHUS 4.0 15.0 /Ilokasarens npuemneMocTH (AV) nomkeH
- ibuprofen / ubynpoden 6bITE HE 6onee 15,0
Acceptance value (AV) should be not more than
- paracetamol / 23 15.0 / Iokasatens npuemineMoctd (AV) 10JDKeH
mapaneTaMmon ObITE He Gonee 15,0
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [Ipoaykr cooTsercTByeT Tpeboanuam HJI 3axmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Mogroroneno: Santosh.Kumar | IIpoBepeHo: Pawan Kumar /Opobpeno: Menemxep / ) (
Maurya i b V) PykoBoautens Manoj Kumar \"‘_L‘}ﬁ“ik——
S—— ‘._-:_';AJ» .
Reprint Date: Reprint Date: Reprint Date:
Hara: 27.07.2024 Jlata: 27.07.2024 JHara: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC004507
www.direddys.com




Dr.Reddy’s “:’

Dr. Reddy’s Laboratories Lid.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDtA
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 6 of 10/ CTp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpojyxr: Moykaun®, TabaeTku, NORPbITHIE INIEHOYHO# 000/104K0ii, 400 Mr + 325 Mr

Market / PriHok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepus Ne V2401317 O6beM cepHu " 800000.0 Tab

Analytical Repo:rt No/ - 040002595423 Date of Analysis / . 97.07.2024

AHanruTHYecKHii oT9eT No JaTta anaaunsa

Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029

Jdata npou3BoJcTBa TI'ogen po

Mifg. License No. / MA number: /

IpoussoacTBeHHAsA : MNB/05/263 o ;. JIII-Ne(003654)-(PI'-RU)
Homep PY

Jguuen3nsa Ne

Analysis performed according ND

: / Anaqus nposegen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

11 |Microbiological purity* /
Mukpo61oJiornuecKas
yHCeTOTa™

a) Total aerobic microbial
count / Ob1ee 4ucno
a3poOHBIX

MHKPOOPraHH3MOB

b) Total combined yeasts
and mould count / Obuiee
YHCIIO APONOKEBBIX H
MJIECHEBBIX TpUBOB

¢) E. coli

NA

NA

NA

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

Not more than 100 CFU/g /

He 6onee 100 KOE/r

Shall
ir

be absent in lg / OtcyrcrBue B

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr cooTBeTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3axaruenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosineno: Santosh Kumar | [IpoBepeHo: Pawan Kumar /Ono6peno: Menemxep / D) (

' ) i '\} A
Maurya (A /gr _ PykoBonurens Manoj Kumar 1_}}_ Y
Reprint Date: Reprint Date: I Reprint Date:

Hata: 27.07.2024

Jata: 27.07.2024

Hara: 27.07.2024

Registered Office: 8-2-

7, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

33
Tel: +91 40 4900 2900, Fax: +41 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCOO4507

www.direddys.com




Dr.Reddy’s €3¢

Dr. Reddy’s Laboratories |td.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Page 7 of 10 / Cp. 7 u3 10

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

Mpoayxr: Hoyknnn®, Ta6ieTku, NOKPHITHIE IIEHOYHOH 060104K0iH, 400 Mr + 325 Mr

Market / PpiHok :Russia / Poccus

Batch No/ ) Batch Quantity / ~ 800000.0 tab /

Cepust Ne eyl O0nem cepun " 800000.0 Tab

Analytical Repoz't No/ - 040002595423 Date of Analysis / . 97.07.2024

AHajqdTHYecKH i oTueT Ne JlaTa anaausa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2029

JlaTa npou3BoOACTBA I'ogen no

Mfg. License No. / MA number: /

IpousBoaCTBeHHAs! - MNB/05/263 nu g . JITI-Ne(003654)-(PT-RU)
Homep PY

JuueH3nsa Ne

Analysis performed according ND

: / Anajus nposeaen mo HJI: JIIT-Ne(003654)-(PI™-RU)-101123

12
onpeaeeHue

Assay / KortuuecTBeHHOE

393.6 mg/393.6 Mr

324.05 mg / 324.05 mr

360.0 to 440.0 mg of C;3H302 (ibuprofen) per
tablet /

Ot 360,0 mr mo 440,0 mr C3H302 (ubymnpoden) B
Tabrerke

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

01292,5 mr o 357,5 mr CsHyNO2 (napaneramon)
B TabneTke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [To 10 TabneTok
B [IBX/Al 6aucrep. Ilo 1 6nuctepy
B IauKy KapTOHHYK) BMECTE C
WHCTPYKIMell M0 NPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnetox B [IBX/Al 6muctep. Ilo 1, 2 unu 20
ONHCTEPOB B TMauKy KapTOHHYIO BMECTE C
WHCTPYKLUEH 110 IPUMEHEHUIO.

14

Labeling / MapkupoBka

According to ND. / B coorsercTsuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue IIpu temnepatype He Bbiwwe 25 °C.
16 | Shelf life / Cpok 5 years / 5 ner
TOHOCTH

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBaHusam HJI

Opinion : APPROVED
3axkiouenue: OJOBPEHO

Prepared by /

Maurya

IToarotosneHo: Santosh Kumar

Checked by /
[Tporepeno: Pawan Kumar
)

1
i -
< (;

Approved by: Manager/Executive
/Opo6peno: Menemxep /

PykoBoautens Manoj Kumar '\w_vf{_&kﬂ_

Reprint Date:
Hata: 27.07.2024

Reprint Date:
Hara: 27.07.2024

Reprint Date:
Hata: 27.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

@e
L/ " Vill. Khol, Nalagarh Road, Baddi
Dr.Red dy S N Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Page 8 of 10/ CTp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
poaykr: U6ykana®, TaGaeTkH, MOKPBITHIE MICHO4HOH 000/10uK0il, 400 Mr + 325 mr
Market / PeiHoK :Russia / Poccust
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepusn Ne Ve O6beM cepau " 800000.0 Tab
Analytical Report No/ . 040002595423 Date of Analysis / . 97.07.2024
Anaautudecknii orueT Ne JlaTa aHaaM3a
Date of Manufacture / . 06/2024 Date of Expiry / . 05/2029
Jlara npou3BoJcTBA T'onen o
Mfg. License No. / MA number: /
ITpousBoacTBEHHASI : MNB/05/263 : : JITI-Ne(003654)-(PI'-RU)
Homep PY
anuen3us Ne
Analysis performed according ND: / Anasus npoeejien no HJL: 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.

Hpunsteuanie: CCblIKM B HOPMATHBHOM JIOKYMEHTALWH NPUBEACHEI HA o P XIV.

* TIpoBOAUTCA POU3BOJUTENEM TIPH BBIYCKE MEPUOMMICCKH: [ xaxnoit 20-oit cepun Uy He Mexice 1 pasa B rog. [lokasareilb MOXKET ObITh HE
BKJIIOYEH B CepTH(HKAT aHanu3a QUPMBL

API name / HaumenoBanue ADC: Ibuprofen / U6ynpoden Paracetamol / [lapanieramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / ITapaueramon
£ Lmnufacturcr batelynummber PIBM240041 1411/23-24, 1413/23-24

Homep cepnu npoussoantess ADC:

FP Manufacturer API Batch number /

Homep cepun cyGCcTAHIMH POU3BOJUTEISA FERA00229 FERA00273, FERA00274
TJ1D:
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanwue: [poxykr cooTsercTayet Tpedopanmsm HJL 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive .
IToarotosineHo: Santosh Kpmar | [Iposepeno: Pawan Kumar /O po6peno: Menemxep / \ Lt (
Maurya = X ‘1 J Pykoeoautens Manoj Kumar il
Reprint Date: Reprint Date: I Reprint Date:
Harta: 27.07.2024 Hata: 27.07.2024 Hara: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel; +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreadys.com
CIN: L85195AP1584PLCOO4507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Dr. Reddy’s Laboratories Ltd.
Formulaticn Unit-6

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

Page 9 of 10/ Crp. 9 u3 10

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

IlpoayXr: M6ykaun®, TabaeTkH, NOKPLIThIE IJIeHOYHOMH 060/104K0i, 400 Mr + 325 Mr

Market / PpiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepust No 4 V2A0L51T O0BeM cepun " 800000.0 Tab

Analytical Repourt No/ . 040002595423 Date of Analysis / . 97.07.2024

AHangTH4YecKHi oTueT No JlaTa aHajm3a

Date of Manufacture / - 06/2024 Date of Expiry / . 05/2029

Hdata npousBoicTBa T'onen fgo

Mfg. License No. / MA number: /

IIpou3sBoacTBEeHHAA : MNB/05/263 ) . JITI-Ne(003654)-(PT"-RU)
Howmep PY

Junen3us Ne

Analysis performed according ND: / Ananu3s nposenen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

API Manufactured by & country / Limited, India /

ITpousBoauTens ADC, ctpana:

Solara Active Pharma Sciences

®apma Caitencus Jinmuren,
WUnpus

Conapa JKTHB

Sri Krishna Pharmaceuticals Limited,
India / lipu Kpuiina
dapmacsrotukanc Jlumuren, Muans

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HanmeHnoBaHue, agpec, THUEH3HUS IS
ITpouszBoacTBeHHas muiomaaka / Ilnomanxa
KOHTpOJIs KadyecTBa / [lnomanka Belnycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No

MNB/05/263) /

I-p Pennu’c Jlabopatopuc JIta., Uaaus, [IpoussoacTeenHoe
noapasaenenue-6, Bumi. Kxons, Hanarapx Poya, bannau, JIuctpukt
Conan, X.I1., 173205, Unaus (muueHsus 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».

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr coorsercTByeT Tpebosanuam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by /

IMoarorosneno: Santosh Kymar
Maurya ;

[IposepeHo: P}awan Kumar

Approved by: Manager/Executive
/Ono06peHo: Menemxep /
Pykopoautens Manoj Kumar

Reprint Date:
Hata: 27.07.2024

Reprint Date:
Jara: 27.07.2024

Reprint Date:
Jara:

27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjera Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLC0D0O4507
www.drreddys.com




Dr. Reddy’s Laboratories Ltd.
Formuilation Unit-6

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

Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 10 of 10/ CTp. 10 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Uoykana®, TadneTku, NOKpLITLIE IJIEHO4HOI 060104K0i, 400 Mr + 325 Mr
Market / PoiHoK :Russia / Poccus -
Batch No / . Batch Quantity / ~800000.0 tab /
Cepunsa No I V22018 O6bem cepun " 800000.0 Tab
Analytical Report No / - 040002595423 Date of Analysis / . 27.07.2024
AHanuTHYeCKHI oTyeT No ) Jara aHanu3a S
Date of Manufacture / . 06/2024 Date of Expiry / - 05/2029
Jarta mpou3BoJcTBa TI'onen oo
Mfg. License No. / MA number: /
IIpousBoacTBEeHHAN : MNB/05/263 ’ : JIII-Ne(003654)-(PT"-RU)
Homep PY
JIHLeH3Hs No
Analysis performed according ND: / Ananuz nposegen mo HJI: JITI-Na(003654)-(PI'-RU)-101123

3aky0ueHHEe 0 COOTBETCTBHH: «HacToAMM 51 MOATBEPKAAl0, YTO MPUBEAEHHAS BhIE HHGOPMALIUS ABJIAETCS
JIOCTOBEPHOM M TOYHOM. DTa cepHs NMpPOAYKLUMM MpoM3BeleHa (BKmouYas yHNakoBKY (MapKHPOBKY) M KOHTPOJb
KayecTBa) Ha BBILIEYKa3aHHOH MPOU3BOACTBEHHON TIomAAKe (MIOINAAKaXx) B MOJHOM COOTBETCTBUM C
Tpebopanusamu [Ipapun Haanexaumed NPOU3BOACTBEHHOM MpakTHKH EBpasHiickoro 3KOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHTs16pst 2022) U TpeGOBaHHUSIMH KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEACTB,
a TAK)Ke B COOTBETCTBMU CO CHEUMPHKALUAMH, COAEPIKALIUMUCS B PETUCTPALIMOHHOM JOCKE CTPaHBI-MMIIOPTEPA.
3anucy 1o MpoU3BOACTBY, YNAKOBKE M AaHATH3Y IIPOBEPEHB], U YCTAHOBJIEHO UX COOTBETCTBHE TpeboBaHuaM [Ipasui
HaaNeXxaue Npou3BOJCTBEHHOH NMPakTUKU EBpa3Hifckoro SKOHOMHUYECKOT0 COM3a.

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanne: [Ipoaykt coorBercTBYeT TpeboBanusam HJI

3akmouenne: OJOBPEHO

Prepared by /
Ioxgrororneno: Santosh Kumar
Maurya \

g

Checked by /
[Iposepeno: Pawan Kumar

Approved by: Manager/Executive

/OpobpeHo: Menemxep / ) {.‘
PykoBoautens Manoj Kumar M“@—-‘

Reprint Date:
Hara: 27.07.2024

Reprint Date: |
Jara: 27.07.2024

Reprint Date:
Hara: 27.07.2024

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

CIN: L85195AP1584PLCD04507
www.drreddys.com




